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COST-EFFECTIVENESS COMES TO AMERICA:
THE PROMISE AND PERILS OF
COST-EFFECTIVENESS ANALYSIS IN
MEDICATION COVERAGE DECISIONS
Carl H. Coleman*
ABSTRACT
In an effort to control rising drug costs, some health insurers have
begun experimenting with methods to link decisions about coverage to
the value added by medicines, including through the use of formal
cost-effectiveness analysis (CEA). Increased interest in subjecting new
drugs to rigorous economic analysis is a welcome development, as it
offers the potential to minimize wasteful spending on drugs whose high
prices are not justified by evidence of additional benefits produced. At
the same time, CEA raises significant ethical issues, particularly when
payers use it to limit access to drugs deemed to provide insufficient
value for money. For example, most forms of CEA focus on the
absolute quantity of health benefits a drug is expected to produce,
without regard to how those benefits will be distributed among
individuals or population groups. In addition, the measure of benefits
most often used in CEA—the quality-adjusted life year (QALY)—has a
built-in bias against life-extending drugs for patients with incurable
disabilities as well as for patients with diseases that disproportionately
affect racial minorities. As a result of this bias, relying on CEA to limit
access to medications could potentially violate federal civil rights laws
in some situations. Finally, defining effectiveness solely in terms of
direct health benefits to patients ignores other important ways that
medicines can provide value, including benefits to third-party
caregivers and society at large. Previous scholarship has examined
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the role of CEA in setting health care priorities, but less attention has
been paid to the use of CEA in the context of health insurance. This
Article fills that gap by critically exploring the use of CEA in
medication coverage decisions, identifying ethical shortcomings in
current approaches, and recommending strategies for reforming CEA
to retain its benefits and to minimize its negative effects.
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INTRODUCTION
One of the main factors driving the high cost of health care in the
United States is the skyrocketing cost of prescription drugs, much of
which is due to expensive new medications. 1 Yet there is little
evidence that these new drugs provide added benefits commensurate
with their increased costs to society. 2 Instead, high prices for new
drugs are largely the result of the monopoly protection that the patent
system gives to pharmaceutical manufacturers, which enables them to
set prices without having to worry about being undercut by
competitors.3 In addition, physicians rarely consider cost as a factor in
prescribing decisions;4 they often are not even aware of the cost of the
drugs they prescribe.5
In an effort to control rising drug costs, some health insurers have
begun experimenting with methods to link decisions about coverage to
the value added by medicines, including through the use of formal
cost-effectiveness analysis (CEA). CEA is a process used to compare
the incremental costs of new drugs with the additional benefits
provided.6 Payers can use this information to push back against prices
that do not provide good value for money, either by negotiating more

1. See HENRY WAXMAN, BILL CORR, KRISTI MARTIN & SOPHIA DUONG, GETTING TO THE ROOT OF
HIGH PRESCRIPTION DRUG PRICES: DRIVERS AND POTENTIAL SOLUTIONS 11 (2017),
https://www.commonwealthfund.org/publications/fund-reports/2017/jul/getting-root-high-prescriptiondrug-prices-drivers-and-potential [https://perma.cc/W5A7-7K63] (identifying high-launch prices for
prescription drugs as a key contributor to unsustainable health care costs in the United States).
2. See Leonard B. Saltz, Perspectives on Cost and Value in Cancer Care, 2 JAMA ONCOLOGY 19,
19 (2016) (noting that no significant relationship exists between the cost of cancer drugs and improvement
in either progression-free or overall survival).
3. See WAXMAN ET AL., supra note 1 (noting that “[m]any manufacturers are using patent protection
and market-exclusivity protections to significantly increase some brand-name drug prices annually, even
when there have been no significant improvements to the drug”).
4. Eric Nadler, Ben Eckert & Peter J. Neumann, Do Oncologists Believe New Cancer Drugs Offer
Good Value?, 11 ONCOLOGIST 90, 92 (2006) (finding that physicians are likely to offer expensive cancer
treatments as long as they believe they will be effective, even if they do not believe they offer good value
for money).
5. Robyn Tamblyn, Nancy Winslade, Christina J. Qian, Teresa Moraga & Allen Huang, What’s in
Your Wallet? A Cluster Randomized Trial of the Effects of Showing Comparative Patient Out-of-Pocket
Costs on Primary Care Prescribing for Uncomplicated Hypertension, 13 IMPLEMENTATION SCI. 1, 2
(2018) (noting that “[p]hysician knowledge of the cost of drugs they prescribe is poor”).
6. See infra text accompanying note 31.
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favorable prices or by limiting the use of drugs through formulary
restrictions or utilization management tools.7
The growing interest in CEA by health insurers is a significant
development. Unlike most other industrialized countries, which have
long relied on CEA in assessing the value of medicines, 8 policymakers
in the United States have generally been reluctant to apply CEA to
medical interventions, partly out of concerns about appearing to
endorse the “rationing” of health care.9 Increased interest in subjecting
new drugs to rigorous economic analysis is a welcome development,
as it offers the potential to rein in excessive spending by bringing
greater rationality to price determinations. Admittedly, CEA will not
single-handedly eliminate the problem of high-priced medications, as
even some very expensive drugs may provide good value for money.10
What CEA can do is minimize wasteful spending on drugs whose high
prices are not justified by evidence of additional benefits produced.
At the same time, CEA raises significant ethical issues, particularly
when payers use it to limit access to drugs deemed to provide
insufficient value for money. Many of these concerns relate to how the
benefits of new drugs are typically measured. Most forms of CEA
focus on the absolute quantity of health benefits that a drug is expected
to produce, without regard to how those benefits will be distributed
among individuals or population groups.11 In addition, the measure of
benefits most often used in CEA—the quality-adjusted life year
(QALY)12—has a built-in bias against life-extending drugs for patients
with incurable disabilities13 as well as for patients with diseases that
disproportionately affect racial minorities.14 As a result of this bias,
relying on CEA to limit access to medications could potentially violate
federal civil rights laws in some situations. 15 Finally, defining

7.
8.
9.
10.
11.
12.
13.
14.
15.

See infra text accompanying note 175.
See infra Part II.
See infra text accompanying note 123.
See infra text accompanying notes 78–80.
See infra Part IV.A.
See infra text accompanying notes 36–38.
See infra Part IV.B.
See infra Part IV.C.
See infra text accompanying notes 252–260, 282–286.
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effectiveness solely in terms of direct health benefits to patients
ignores other important ways that medicines can provide value,
including benefits to third-party caregivers and society at large.16
Organizations that conduct economic assessments of new
medications have sought to address many of these issues.17 But despite
recognizing the limitations of the QALY as a proxy for benefit, those
organizations continue to rely on cost-per-QALY determinations as
the primary measure of value. Moreover, to the extent their
assessments incorporate broader considerations of equity and social
value, they do so unsystematically, and the role that these factors play
in their decisions is largely opaque. 18
Meanwhile, payers in the United States are increasingly relying on
these assessments in making coverage decisions. At least one plan has
a formulary that excludes drugs whose costs per QALY exceed a
specific threshold. 19 Many more payers—including both
privately-funded plans and the Veterans Health Administration—rely
on CEA in setting restrictions on access to certain medicines, such as
prior authorization requirements or higher copayments. 20 State
Medicaid programs are also using CEA as part of their drug utilization
review process.21
Previous scholarship has examined the role of CEA in setting health
care priorities,22 but less attention has been paid to the use of CEA in
the context of health insurance. This Article fills that gap by critically
examining the use of CEA as a basis for medication coverage
decisions. Part I begins by providing an overview of CEA and how it
is used to evaluate the prices of new medications. 23 Part II looks at how

16. See infra Part IV.D.
17. See infra text accompanying notes 95–96, 148–154.
18. See infra text accompanying notes 330–333.
19. See infra text accompanying note 213.
20. See infra text accompanying notes 200–201, 215–217.
21. See infra text accompanying notes 185–186.
22. See, generally e.g., Govind Persad, Priority Setting, Cost-Effectiveness, and the Affordable Care
Act, 41 AM. J.L. & MED. 119 (2015); Leonard M. Fleck, Just Caring: Health Care Rationing, Terminal
Illness, and the Medically Least Well Off, 39 J.L. MED. & ETHICS 156 (2011); Arti Kaur Rai, Rationing
Through Choice: A New Approach to Cost-Effectiveness Analysis in Health Care, 72 IND. L.J. 1015
(1997).
23. See infra Part I.

Published by Reading Room, 2022

7

Georgia State University Law Review, Vol. 38, Iss. 3 [2022], Art. 10

818

GEORGIA STATE UNIVERSITY LAW REVIEW

[Vol. 38:2

other countries use CEA to assess the value of medicines, with a
particular focus on the United Kingdom’s National Institute of Health
and Care Excellence. 24 Part III then turns to the United States.25 This
Part begins with an overview of the use of CEA by U.S. health
agencies as well as an introduction to the main private entity involved
in the CEA of new medicines in the United States—the Institute for
Clinical and Economic Review. It then examines the use of CEA by
the four main payers for medicines in the United States: Medicare,
Medicaid, the Veterans Health Administration, and privately funded
health insurers. 26 Part IV explores the limitations of conventional
forms of CEA as a measure of value, including the myth that all
QALYs are equal, the impact of QALY-based CEA on people with
disabilities, the relationship between CEA and structural racism, and
other dimensions of value that CEA often ignores. 27 Finally, Part V
proposes measures to improve the process of CEA to address these
limitations, including replacing the QALY as the default measure of
benefit, adopting a broader conception of value, moving away from a
reliance on unitary cost-effectiveness thresholds, and encouraging
broader participation in valuation decisions. 28
I. COST-EFFECTIVENESS AS A MEASURE OF THE VALUE OF MEDICINES
A. The Concept of Cost-Effectiveness
CEA is a process used to determine how much more a new
intervention will cost for each additional unit of benefit it produces, as
compared to the costs and benefits of using an existing intervention.29
CEA calculations are expressed as the ratio between the net costs and
benefits of the new intervention, a number that is referred to as the

24. See infra Part II.
25. See infra Part III.
26. See infra Part III.
27. See infra Part IV.
28. See infra Part V.
29. Suzanne R. Hill, Cost-Effectiveness Analysis for Clinicians, BMC MED. 1 (Feb. 1, 2012),
https://bmcmedicine.biomedcentral.com/track/pdf/10.1186/1741-7015-10-10.pdf
[https://perma.cc/87R8-KK5L].
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“incremental cost effectiveness ratio” (ICER).30 For example, assume
that a new drug for treating a disease costs $100 for a full course of
treatment, but it will enable patients to avoid taking an existing drug
that costs a total of $20. The net costs of the new drug would therefore
be $80. If taking the new drug is expected to extend patients’ life
expectancy by six years, as compared to only two years for the existing
drug, the added benefit of the new drug would be four additional years.
Combining these two numbers yields an ICER for the new drug of $80
for four years, or $20 per year. This means that switching from the old
drug to the new one will cost $20 for each additional life year
produced.
CEA can be distinguished from the related process of cost-benefit
analysis (CBA). 31 With CBA, the goal is to evaluate the
appropriateness of spending money on a new intervention by
determining whether its net costs are outweighed by the net benefits
expected. For example, using the same hypothetical as above, a CBA
would ask whether the value of four additional years of life exceeds
the $80 in additional costs needed to pay for the drug. This question
can be difficult to answer because it requires putting a dollar amount
on the value of four additional life years.32 In contrast, CEA does not
require converting health-related outcomes to specific monetary
values; it simply identifies how much each additional unit of benefit is
expected to cost.33 The results of CEA can be used to rank the relative
cost-effectiveness of different interventions, which can be useful in
establishing spending priorities when resources are limited.
30. Id. at 1.
31. See Anthony J. Culyer & Kalipso Chalkidou, Economic Evaluation for Health Investments En
Route to Universal Health Coverage: Cost-Benefit Analysis or Cost-Effectiveness Analysis?, 22 VALUE
HEALTH 99, 100–01 (2019).
32. See Scott D. Grosse, Steven M. Teutsch & Anne C. Haddix, Lessons from Cost-Effectiveness
Research for United States Public Health Policy, 28 ANN. REV. PUB. HEALTH 365, 366 (2007) (“CBA is
less commonly used in the health sector owing to concerns about the validity of methods of assigning a
monetary value to life and health, although CBA has long been the preferred method for regulatory impact
analysis.” (footnotes omitted)); see also Jo Craven McGinty, Why the Government Puts a Dollar Value
on Life, WALL ST. J. (Mar. 25, 2016, 9:08 AM), https://www.wsj.com/articles/why-the-government-putsa-dollar-value-on-life-1458911310 [https://perma.cc/5U9M-2FST] (explaining how federal agencies
determine the value of life when assessing the costs and benefits of proposed regulations).
33. Kate C. Young, Adam G. Kelly & Robert G. Holloway, Reading a Cost-Effectiveness or Decision
Analysis Study: Five Things to Consider, 3 NEUROLOGY: CLINICAL PRAC. 413, 414–15 (2013).
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The process of CEA is easiest when comparing interventions that
produce similar outcomes, such as different medications for extending
the lives of terminally ill cancer patients. It is more challenging when
the goal is to compare the relative cost-effectiveness of interventions
that produce incommensurable results. For example, a program with
limited funding might want to determine if it is more cost effective to
spend its resources on a drug that could provide a few months of
additional life in patients with terminal cancer, as opposed to another
drug that could allow patients with severe asthma to experience fewer
attacks. Because the benefits these interventions produce are
fundamentally different, a direct comparison of their net costs per unit
of outcome would not produce meaningful information.
The QALY is a tool that makes this kind of comparison possible.34
QALYs are generic measures of benefit that take into account both the
quantity and quality of life associated with particular health states.35 A
QALY of one represents one year of life in perfect health, a QALY of
zero represents death, and QALYs between zero and one represent one
year of life in less-than-perfect health.36 Specific QALY numbers are
determined by assigning a “utility value” to a particular health state
and then multiplying that value by the years an individual is expected
to live in that state.37 For example, if the utility value of a given health
state is determined to be 0.5, one year of living in that state would have
a QALY of 1 x 0.5, or 0.5. This would be the same as the QALY
associated with half a year of living in a state of perfect health.
There are two main approaches to determining health utility values:
direct measures and indirect measures. With direct measures, groups

34. CEA using QALYs is sometimes referred to as cost-utility analysis (CUA). Some authorities treat
CUA as a subset of CEA, while others consider it a separate category. Compare Young et al., supra note
33, at 414 (“A cost-utility analysis is a specific type of cost-effectiveness analysis where the outcome of
the study is a quality-adjusted life-year (or QALY).”), with WORLD HEALTH ORG., WHO GUIDE FOR
STANDARDIZATION OF ECONOMIC EVALUATIONS OF IMMUNIZATION PROGRAMMES 4–5 (2d ed. 2019)
(reserving the term CEA for analyses that measure outcomes in terms of “natural units,” such as the
number of cases of disease averted). This Article uses CEA as an umbrella term that includes QALY-based
analyses.
35. See Young et al., supra note 33, at 414.
36. See Luis Prieto & José A. Sacristán, Problems and Solutions in Calculating Quality-Adjusted Life
Years (QALYs), HEALTH & QUALITY OF LIFE OUTCOMES, Dec. 19, 2003, at 1, 1.
37. See id.
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of individuals (usually patients or their caregivers) are asked to place
values on health state descriptions associated with particular medical
conditions.38 With indirect measures, patients or caregivers are given
generic questionnaires to identify the relevant health-related
characteristics associated with a condition—for example, how much
pain patients experience or the extent to which their mobility is
limited.39 The results of these questionnaires are then converted into
health utilities by combining them with the values ascribed to various
attributes of health by samples of the general public. 40 Indirect
preference measurements are used more frequently than direct
preference measurements because they are generally easier and
cheaper to conduct.41
A variety of factors can influence the outcome of health preference
measurements. For example, with direct preference measurements,
health conditions are typically presented in the form of written
descriptions, known as “vignettes.” The specific features of the
condition that are emphasized in these descriptions, as well as the
terminology that is used, can influence judgments about the related
quality of life.42 With indirect preference measurements, health state
descriptions are based on responses to questionnaires.43 Because these
questionnaires vary in the number of health attributes they measure
and how those attributes are described and weighted, the choice of
questionnaire used can influence the health utility values assigned. 44
The results of assessments can also depend on the choice of

38. PATRICIA L. SINNOTT, VILIJA R. JOYCE & PAUL G. BARNETT, PREFERENCE MEASUREMENT IN
ECONOMIC
ANALYSIS
8
(2007),
https://www.herc.research.va.gov/files/BOOK_419.pdf
[https://perma.cc/HR2K-GHTJ].
39. Id. at 5–6.
40. Id. at 11–12; see also Christine M. McDonough & Anna N.A. Tosteson, Measuring Preferences
for Cost-Utility Analysis: How Choice of Method May Influence Decision-Making, 25
PHARMACOECONOMICS 93, 95 (2007) (comparing direct and indirect measures).
41. See McDonough & Tosteson, supra note 40.
42. See Joanne Gray, Mabel L.S. Lie, Madeleine J. Murtagh, Gary A. Ford, Peter McMeekin &
Richard G. Thomson, Health State Descriptions to Elicit Stroke Values: Do They Reflect Patient
Experience of Stroke?, 14 BMC HEALTH SERVS. RSCH. 573, 574 (2014) (arguing that assessments can
depend on the level of detail in health state descriptions, whether descriptions use positive or negative
wording, and whether particular conditions are mentioned by name).
43. See SINNOTT ET AL., supra note 38, at 5–6.
44. See McDonough & Tosteson, supra note 40.
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methodology used to elicit individuals’ preference.45 Common options
include the “standard gamble,”46 the “time trade-off,”47 and “discrete
choice experiments,”48 each of which can produce different results.49
In light of these factors, it is important to consider the source of health
utility ratings used in CEA and to avoid making direct comparisons
between evaluations grounded in different methodological
approaches.
B. Assessing the Costs and Benefits of New Medicines
Conducting a CEA of a new drug requires comparing the drug’s
costs and benefits with relevant alternative options, including existing
drugs, non-drug treatments, and foregoing treatment entirely. Costs
and benefits must be calculated over a time horizon that will capture
all intended and unintended consequences of the intervention in
question.50 In some cases, costs and benefits need to be estimated for
the remainder of patients’ lives.
Determining the net costs of a drug is a challenging endeavor. List
prices paint only part of the picture, given the widespread use of
discounts, rebates, and other variable pricing structures.51 In addition,
45. See C.A. Marra, S.A. Marion, D.P. Guh, M. Najafzadeh, F. Wolfe, J.M. Esdaile, A.E. Clarke, M.A.
Gignac & A.H. Anis, Not All “Quality-Adjusted Life Years” Are Equal, 60 J. CLINICAL EPIDEMIOLOGY
616, 616 (2007) (finding that “[d]epending on the method for determining utility values used in the
calculation of QALYs, very different incremental cost-utility ratios are generated”).
46. SINNOTT ET AL., supra note 38, at 8. In the “standard gamble,” participants are given the choice
between the certainty of remaining in a particular health state and taking various gambles that could result
in either full health or death. Id. The goal is to determine how high a risk of death a person would accept
to avoid that particular health state. Id.
47. Id. at 9. In the “time trade-off,” participants are asked to identify how much of their life they would
be willing to sacrifice to avoid a particular health state. Id.
48. With “discrete choice experiments,” participants are asked to state their preferred choice between
hypothetical scenarios, each of which contains a combination of various attributes. See Karen Gerard,
Mandy Ryan & Mabel Amaya-Amaya, Introduction, in USING DISCRETE CHOICE EXPERIMENTS TO
VALUE HEALTH AND HEALTH CARE 1, 4 (Mandy Ryan, Karen Gerard & Mabel Amaya-Amaya eds.,
2008).
49. See McDonough & Tosteson, supra note 40, at 94 (noting that in one study of dialysis patients,
“patient preferences from the standard gamble resulted in cost-effectiveness ratios that were higher by
$5,916 per QALY than when time tradeoff values were used”).
50. See Anirban Basu & Matthew L. Maciejewski, Choosing a Time Horizon in Cost and
Cost-Effectiveness Analysis, 321 JAMA 1096, 1096 (2019).
51. See Determining the Cost of Pharmaceuticals for a Cost-Effectiveness Analysis, U.S. DEP’T OF
VETERANS
AFFS.,
https://www.herc.research.va.gov/include/page.asp?id=pharmaceutical-costs
[https://perma.cc/2SFH-LHFJ] (Feb. 15, 2022).
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drug prices are only one aspect of a net-cost analysis. For example,
switching from one drug to another may increase or decrease the need
for other health care resources, such as physician services or hospital
stays. When CEA is conducted from a broader societal perspective,
relevant cost considerations would also include non-health care
expenses, such as differences in caregiver burdens associated with
different drug regimens.52
On the benefits side, CEA of new medicines seek to determine the
additional QALYs that a patient can be expected to gain by taking a
new drug in place of some alternative option. For medicines that have
not yet been widely used, estimates of QALY gains are typically based
on the results of clinical trials.53 Because many countries now require
CEA for regulatory purposes, it has become more common for health
utility measures to be incorporated into clinical trial protocols, which
facilitates the use of clinical trial data as part of the CEA process.54
Not all clinical trials, however, are designed with QALY assessments
in mind.
Even when clinical trials are explicitly designed to include
quality-of-life assessments, estimating QALY gains from new
medicines involves a certain amount of speculation. For example,
clinical trials may compare a new drug to a placebo or to just one of
several alternatives, making it difficult to estimate QALY gains
relative to all available comparators.55 In addition, clinical trials can
directly identify a drug’s consequences only for the length of time the
trial is running; information about long-term benefits and harms will
not be known until the drug has been in use for several years. Methods
exist to estimate long-term consequences based on intermediate
endpoints, but they rely on assumptions that may prove to be
52. See infra text accompanying notes 289–294.
53. See Bengt Jönsson, Scott Ramsey & Nils Wilking, Cost Effectiveness in Practice and Its Effect on
Clinical Outcomes, 2 J. CANCER POL’Y 12, 13 (2014) (noting that “[d]ata from clinical trials is the key
source for estimation of effectiveness in cost-effectiveness studies”).
54. See Scott D. Ramsey, Richard J. Willke, Henry Glick, Shelby D. Reed, Federico Augustovski,
Bengt Jönsson, Andrew Briggs & Sean D. Sullivan, Cost-Effectiveness Analysis Alongside Clinical Trials
II—An ISPOR Good Research Practices Task Force Report, 18 VALUE HEALTH 161, 161 (2015) (noting
that “[a] growing number of clinical trials include specific data on resource use and outcome for
assessment of cost-effectiveness”).
55. See id. at 163.
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inaccurate. 56 Moreover, clinical trials often have limited external
validity—that is the results observed in studies do not always hold up
with patients who receive treatment in non-research settings. 57
Problems of external validity can stem from factors such as the greater
diversity of real-world patients as compared to participants in clinical
trials 58 or from the fact that adherence to treatment is often lower for
patients than for trial participants.59
C. Applying the Results of Cost-Effectiveness Analysis
Once a new drug’s net costs and benefits have been identified, they
are translated into an ICER—that is, the net costs needed to achieve an
additional QALY. Governments and private payors can then consider
the ICER in determining whether the drug offers sufficient value to
justify its cost. As discussed further below, many health care systems
that rely on CEA of medicines do this by applying ICER thresholds,
either explicitly or implicitly. 60 Drugs with ICERs that exceed the
applicable threshold are less likely to be considered a reasonable
investment of resources.
In theory, cost-effectiveness thresholds are designed to reflect either
the willingness to pay for health benefits among the relevant
population61 or the opportunity costs foregone that would result from
spending money on a new intervention instead of on existing items or
56. See Jönsson et al., supra note 53, at 19 (noting that “all models used for estimating
cost-effectiveness have to make assumptions to predict long term costs and outcome” and that “[t]he
choice of extrapolation methodology can have an important impact on comparative efficacy, costs, and
cost-effectiveness”).
57. See Peter M. Rothwell, Factors That Can Affect the External Validity of Randomised Controlled
Clinical Trials, PLOS CLINICAL TRIALS, May 2006, at 1, 1.
58. See Amelia J. Averitt, Chunhua Weng, Patrick Ryan & Adler Perotte, Translating Evidence into
Practice: Eligibility Criteria Fail to Eliminate Clinically Significant Differences Between Real-World and
Study Populations, 3 NPJ DIGIT. MED. 67, 67 (2020).
59. Ginger S. Carls, Edward Tuttle, Ruo-Ding Tan, Johnny Huynh, John Yee, Steven V. Edelman &
William H. Polonsky, Understanding the Gap Between Efficacy in Randomized Controlled Trials and
Effectiveness in Real-World Use of GLP-1 RA and DPP-4 Therapies in Patients with Type 2 Diabetes, 40
DIABETES CARE 1469, 1473 (2017) (concluding that “poor medication adherence” was the main reason
that real-world effectiveness was significantly less than efficacy demonstrated in randomized controlled
trials).
60. See infra text accompanying notes 88–89, 106–107.
61. See Afschin Gandjour, Willingness to Pay for New Medicines: A Step Towards Narrowing the Gap
Between NICE and IQWiG, BMC HEALTH SERVS. RSCH., Aug. 2020, at 1, 1–2, 5.
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services. 62 In practice, however, both willingness to pay and
opportunity costs are difficult to determine. Studies of individuals’
willingness to pay for health benefits have produced “vastly different
results” depending on the methodologies used and the populations
studied. 63 One complicating factor is that individuals’ willingness to
pay for health benefits is not necessarily constant; instead, the value
attached to an additional QALY may depend on the severity, duration,
and mortality risk of the condition being treated. 64 In addition,
willingness to pay for health benefits is influenced by factors like
income levels, current health status, and differences in how individuals
value good health as compared to other goods. 65
Identifying the opportunity costs associated with health spending is
equally challenging. The value of health benefits that would be
foregone if a new intervention is funded cannot be determined without
knowing which specific items or services would no longer be
purchased as well as the amount of health benefits that those items and
services would normally produce. 66 In many cases, this information is
not readily available.67 Moreover, relying on opportunity costs to set
thresholds presumes a system with a fixed health care budget, in which
spending on new medical interventions necessarily displaces spending
62. See Karl Claxton, Mark Sculpher, Stephen Palmer & Anthony J. Culyer, Causes for Concern: Is
NICE Failing to Uphold Its Responsibilities to All NHS Patients?, 24 HEALTH ECON. 1, 3 (2015)
(explaining that “[a]pplying any threshold that is higher than one that reflects the health that is expected
to be displaced will necessarily reduce overall health outcomes (more QALYs will be lost than gained)”).
63. David Cameron, Jasper Ubels & Fredrik Norström, On What Basis Are Medical Cost-Effectiveness
Thresholds Set? Clashing Opinions and an Absence of Data: A Systematic Review, GLOB. HEALTH
ACTION, Mar. 22, 2018, at 1, 12; see also Jean A. McDougall, Wesley E. Furnback, Bruce C. M. Wang
& Jörg Mahlich, Understanding the Global Measurement of Willingness to Pay in Health, J. MKT. ACCESS
& HEALTH POL’Y, Feb. 15, 2020, at 1, 6 (finding “enormous variation” in willingness to pay studies, with
estimates in the United States ranging from $1,221 to $62,000 per QALY). As an alternative to surveys,
estimates of willingness to pay for QALYs are sometimes based on individuals’ revealed preferences,
such as the wage premium associated with greater risks of death on the job. See Linda Ryen & Mikael
Svensson, The Willingness to Pay for a Quality Adjusted Life Year: A Review of the Empirical Literature,
24 HEALTH ECON. 1289, 1293 (2015). This method, known as “value of a statistical life analysis,” also
produces considerable variation. See Laura Vallejo-Torres, Borja García-Lorenzo, Iván Castilla, Cristina
Valcárcel-Nazco, Lidia García-Pérez, Renata Linertová, Elena Polentinos-Castro & Pedro
Serrano-Aguilar, On the Estimation of the Cost-Effectiveness Threshold: Why, What, How?, 19 VALUE
HEALTH 558, 563 tbl.2 (2016).
64. Vallejo-Torres et al., supra note 63, at 562.
65. Cameron et al., supra note 63, at 11.
66. See Vallejo-Torres et al., supra note 63, at 562–63.
67. See id.
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on old ones. 68 In many systems, however, new spending can be
supported by generating additional funds.
In light of these complexities, most cost-effectiveness thresholds are
not based on strong empirical evidence of either willingness to pay or
opportunity costs.69 Instead, they appear to be based on general rules
of thumb, such as the suggestion by the World Health Organization
(WHO) Commission on Macroeconomics in Health that
cost-effectiveness thresholds should generally fall between one and
three times a country’s per capita income. 70 For many years, American
health economists suggested that $50,000 was an appropriate
cost-per-QALY threshold for use in the United States.71 This number
was allegedly based on the cost-effectiveness of dialysis in the 1970s,
when treatment for end-stage renal disease became a mandatory
Medicare benefit.72 The logic was that Medicare’s decision to cover
this treatment reflected a societal consensus that a $50,000
cost-per-QALY ratio was an acceptable amount. 73 Over time, the

68. See Patricia M. Danzon, Michael F. Drummond, Adrian Towse & Mark V. Pauly, Objectives,
Budgets, Thresholds, and Opportunity Costs—A Health Economics Approach: An ISPOR Special Task
Force Report, 21 VALUE HEALTH 140, 141 (2018).
69. See generally Cameron et al., supra note 63; see also Beth Woods, Paul Revill, Mark Sculpher &
Karl Claxton, Country-Level Cost Effectiveness Thresholds: Initial Estimates and the Need for Further
Research, 19 VALUE HEALTH 929, 932–33 (2016) (concluding that cost-effectiveness thresholds currently
in use are often significantly higher than the opportunity costs of spending on new health interventions);
Claxton et al., supra note 62, at 2 (noting that cost-effectiveness thresholds used in the United Kingdom
are “widely recognised . . . as having little or no empirical foundation”).
70. WORLD HEALTH ORG., MAKING CHOICES IN HEALTH: WHO GUIDE TO COST-EFFECTIVENESS
ANALYSIS 245 (T. Tan-Torres Edejer, R. Baltussen, T. Adam, R. Hutubessy, A. Acharya, D.B. Evans &
C.J.L. Murray eds., 2003). The World Health Organization has since clarified that this suggestion was
designed to help countries prioritize interventions when establishing a comprehensive benefits package
from the ground up, not for introducing a single intervention into an existing benefits package. See
Melanie Y. Bertram, Jeremy A. Lauer, Kees De Joncheere, Tessa Edejer, Raymond Hutubessy,
Marie-Paule Kieny & Suzanne R. Hill, Cost-Effectiveness Thresholds: Pros and Cons, 94 BULL. WORLD
HEALTH ORG. 925, 926 (2016).
71. Peter J. Neumann, Joshua T. Cohen & Milton C. Weinstein, Updating Cost-Effectiveness—The
Curious Resilience of the $50,000-per-QALY Threshold, 371 NEW ENG. J. MED. 796, 796 (2014).
72. Id.
73. But see id. (noting that “the link to dialysis is inexact—and even something of an urban legend,
given that the cost-effectiveness ratio for dialysis was probably more like $25,000 to $30,000 per QALY,
the [end-stage renal disease] decision was controversial, and even at the time Medicare was covering some
treatments costing more than $50,000 per QALY”).
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$50,000 figure grew to $100,000 74 and then to $150,000. 75 These
round numbers suggest that the thresholds reflect a general sense of
reasonableness rather than precise economic calculations.
An alternative to thresholds is to rank interventions for particular
diseases or conditions according to their ICERs, with the most
cost-effective options at the top of the list. Rankings like this—known
as “league tables”—have been developed for a variety of interventions,
and new ones can be created using information from databases such as
the Tufts Medical Center CEA Registry. 76 The advantage of league
tables is that, rather than comparing a drug’s ICER to an arbitrary cut
off, they make it possible to determine whether a particular use of
resources is more cost effective than an alternative approach. Their use
is limited, however, to conditions for which relevant cost-effectiveness
studies already exist.77
Whatever methods are used to determine the acceptability of a
drug’s ICER, it is important to remember that drugs with low ICERs
can still be expensive. 78 This may be because the drugs produce
74. Leonard M. Fleck, Controlling Healthcare Costs: Just Cost Effectiveness or “Just” Cost
Effectiveness?, 27 CAMBRIDGE Q. HEALTHCARE ETHICS 271, 272–73 (2018) (suggesting that the
$100,000-per-QALY threshold was related to the approximate cost of renal dialysis in 2013 dollars).
75. See infra note 140.
76. See Elliot Marseille, Bruce Larson, Dhruv S. Kazi, James G. Kahn & Sydney Rosen, Thresholds
for the Cost-Effectiveness of Interventions: Alternative Approaches, 93 BULL. WORLD HEALTH ORG. 118,
120 (2015).
77. See D.A. Pettitt, S. Raza, B. Naughton, A. Roscoe, A. Ramakrishnan, A. Ali, B. Davies, S. Dopson
et al., The Limitations of QALY: A Literature Review, J. STEM CELL RSCH. & THERAPY, Jan. 2016, at 1,
1–7 (noting that the validity of league tables is compromised by attempting to compare studies from
different time periods involving different population groups); see also Nick Wilson, Anna Davies, Naomi
Brewer, Nhung Nghiem, Linda Cobiac & Tony Blakely, Can Cost-Effectiveness Results Be Combined
into a Coherent League Table? Case Study from One High-Income Country, POPULATION HEALTH
METRICS, Aug. 2019, at 1, 4–5 (concluding that, given differences in study methodologies, league tables
are “probably only useful as a general guide in terms of broad categorisations of ‘likely cost-saving[,]’
‘likely to be cost-effective[,]’ and ‘unlikely to be cost-effective’”).
78. See Alyssa Bilinski, Peter Neumann, Joshua Cohen, Teja Thorat, Katherine McDaniel & Joshua
A. Salomon, When Cost-Effective Interventions Are Unaffordable: Integrating Cost-Effectiveness and
Budget Impact in Priority Setting for Global Health Programs, PLOS MED., Oct. 2, 2017, at 1, 1–2
(noting, among other examples, that new medications for chronic hepatitis C “were found to be
cost-effective in many settings, even at high prices, but provision of these medications to all potential
beneficiaries has been unaffordable, even with discounts” ( footnotes omitted)). A more recent example
of a cost-effective drug with a very high price tag is the gene therapy medication Zolgensma
(onasemnogene abeparvovec), which was approved in 2019 for the treatment of spinal muscular atrophy
in children less than two years old. See INST. FOR CLINICAL & ECON. REV., SPINRAZA® AND
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significant QALY gains, but it can also reflect the fact that even an
expensive new drug’s incremental costs will be low if it is replacing
another drug that is also expensive.79 Because cost-effective drugs are
not necessarily cost saving, many health systems now combine CEA
with a separate budgetary impact analysis.80
II. INTERNATIONAL EXAMPLES
A. The United Kingdom’s National Institute of Health and Care
Excellence
The United Kingdom has long been a leader in applying CEA to
health financing decisions. 81 This distinction is due to the influential
role of the National Institute for Health and Care Excellence (NICE),
an independent organization established in 1999 in England and Wales
to provide guidance on health technologies and clinical practices. 82
One of NICE’s main functions is to provide guidance on whether
hospitals should provide new medicines and medical devices to
patients through the National Health Service (NHS).83

ZOLGENSMA® FOR SPINAL MUSCULAR ATROPHY: EFFECTIVENESS AND VALUE, at ES2 (2019) (finding
that the medication could be priced at $1.9 million per patient and still satisfy a $150,000 cost-per-QALY
threshold); see also Joshua Cohen, At Over $2 Million Zolgensma is the World’s Most Expensive Therapy,
Yet
Relatively
Cost-Effective,
FORBES
(June
5,
2019,
10:32
AM),
https://www.forbes.com/sites/joshuacohen/2019/06/05/at-over-2-million-zolgensma-is-the-worlds-mostexpensive-therapy-yet-relatively-cost-effective/?sh=3098d8d145f5
[https://perma.cc/JQ7Q-5RLB]
(noting that “Zolgensma can be a one-time, life-saving treatment that allows for children with SMA to
function in ways unimaginable just a few years ago”).
79. See Peter B. Bach, New Math on Drug Cost-Effectiveness, 373 NEW ENG. J. MED. 1797, 1798
(2015) (“Highly expensive but poorly effective treatments look good when they are marginally superior
on either dimension (i.e., slightly less expensive or slightly more effective) to the treatment they are
replacing.”).
80. See Salah Ghabri & Josephine Mauskopf, The Use of Budget Impact Analysis in the Economic
Evaluation of New Medicines in Australia, England, France and the United States: Relationship to
Cost-Effectiveness Analysis and Methodological Challenges, 19 EUR. J. HEALTH ECON., 173, 173–75
(2018); see also infra text accompanying notes 100–102 & 155–158.
81. See Pettitt et al., supra note 77, at 1 (noting “the UK’s position as a world leader in the application
of QALYs to healthcare funding”).
82. See id.
83. See Ben Collins, Access to New Medicines in the English NHS, KING’S FUND (Oct. 28, 2020),
https://www.kingsfund.org.uk/publications/access-new-medicines-english-nhs [https://perma.cc/S9VES975].
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CEA plays a central role in the development of NICE’s
recommendations. Under NICE’s guidelines, the organization is likely
to recommend that the NHS adopt drugs with an ICER below
£20,000. 84 For drugs with an ICER between £20,000 and £30,000,
NICE will consider “the degree of certainty relating to the company’s
calculation of costs and benefits, the innovative nature of the
technology, the particular features of the condition and patient
population, and the wider societal costs and benefits.”85 For drugs with
an ICER above £30,000, “the case for supporting the technology on
these factors has to be increasingly strong.”86
NICE will deviate from these general guidelines in two situations.
First, following public protests resulting from NICE’s rejection of
several late-stage cancer drugs in 2008, NICE introduced a special set
of end-of-life rules in 2009. 87 Under these rules, NICE will
recommend drugs with ICERs of up to £50,000 if they have been
shown to increase life span by at least three months in patients who
have a life expectancy of twenty-four months or less. 88 Second, in
2013, NICE launched a separate assessment program for “highly
specialized technologies,” defined as expensive drugs for the
long-term treatment of diseases affecting a very small number of
patients. 89 Drugs reviewed under this program are considered cost
effective if they provide up to ten additional QALYs for under
£100,000 each. 90 Drugs that provide more than ten QALYs will be
considered cost effective at increasingly higher levels, with a
maximum acceptable ICER of £300,000.91
In addition, NICE has a separate pathway for cancer drugs that
appear to be promising but lack sufficient clinical evidence to establish
that they meet the usual ICER guidelines. For these drugs, NICE can
recommend that the drug be made available through the Cancer Drug
84.
85.
86.
87.
88.
89.
90.
91.
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Fund (CDF), a special source of funding limited to patients in
England. 92 Drugs included in the CDF will be made available at
specially negotiated prices while additional research is conducted to
resolve areas of clinical uncertainty. 93
Despite NICE’s emphasis on CEA, its recommendations are also
supposed to take into account broader social and ethical values that
may not be captured by the QALY. To that end, in 2005, it published
the first edition of its “[s]ocial value judgments” guidelines, which
emphasized the importance of values such as distributive justice and
non-discrimination. 94 In 2020, however, NICE replaced these
guidelines with a more general “statement of principles.”95 Although
the statement of principles notes a few situations in which CEA might
not capture a treatment’s full value to society (e.g., innovative
treatments that provide “substantial distinctive benefits” over existing
treatment options), the statement focuses mainly on the process of
value assessment. Commentators have criticized the statement for its
“absence of any specific commitments or reference to substantive
social or ethical values.”96
As of 2017, NICE has also incorporated a budget impact analysis
into its drug assessment process, although the results of this analysis
do not affect its final recommendations on whether a medicine should
be adopted.97 If NICE determines that a drug is likely to have a net
budget impact of at least £20 million in the first three years of its use,
NHS England may initiate commercial negotiations with the company
to ensure that the drug does not adversely affect NHS’s financial
stability. 98 If the negotiations are not successful, NICE may
92. Cancer Drugs Fund, NICE, https://www.nice.org.uk/about/what-we-do/our-programmes/niceguidance/nice-technology-appraisal-guidance/cancer-drugs-fund [https://perma.cc/RE3D-8K9R].
93. Id.
94. See Victoria Charlton, NICE and Fair? Health Technology Assessment Policy Under the UK’s
National Institute for Health and Care Excellence, 1999-2018, 28 HEALTH CARE ANALYSIS 193, 199
(2020).
95. Our
Principles,
NICE,
https://www.nice.org.uk/about/who-we-are/our-principles
[https://perma.cc/HAN9-Z9YB].
96. Peter Littlejohns, Kalipso Chalkidou, Anthony J. Culyer, Albert Weale, Annette Rid, Katharina
Kieslich, Clare Coultas, Catherine Max et al., National Institute for Health and Care Excellence, Social
Values and Healthcare Priority Setting, 112 J. ROYAL SOC’Y MED. 173, 174 (2019).
97. Collins, supra note 83.
98. Id.
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recommend phasing in the drug over a longer period than the ninety
days normally required by statute, up to a maximum period of three
years. 99 Since 2017, NICE has identified over thirty drugs that
exceeded the budget impact threshold, but because negotiations with
manufacturers have largely been successful, it has not yet found it
necessary to recommend a delayed phase-in period.100
NICE’s role in NHS funding decisions has occasionally been
controversial. For example, in 2002, NICE determined that Visudyne,
a drug for the treatment of macular degeneration, was cost effective
only for patients with macular degeneration in their better seeing
eye. 101 Critics argued that this recommendation effectively required
patients to go blind in one eye before they would be eligible for
treatment. 102 In 2005, NICE was severely criticized for its
recommendation against funding drugs for patients with mild to
moderate Alzheimer’s disease, a policy that was eventually reversed
in 2010.103 More generally, some critics have suggested that NICE’s
unwillingness to recommend drugs with high ICER thresholds results
in limited drug choices that lead to lower quality care.104
B. Other Countries’ Use of Cost-Effectiveness Analysis in Medication
Coverage Decisions
Several other countries also consider CEA in determining eligibility
for reimbursement and/or setting prices for medicines provided
through public health systems. Unlike NICE, the majority of these
countries do not publish explicit ICER thresholds, although there are

99. See Joy Ogden, How Will NICE’s Budget Impact Test Affect New Drug Availability?,
PRESCRIBER, Aug.
2017,
at
9,
9,
https://wileymicrositebuilder.com/prescriber/wpcontent/uploads/sites/23/2017/08/NICE-budget-impact-EB-edit-lsw.pdf [https://perma.cc/6JD3-CHMF].
100. Collins, supra note 83.
101. Id.
102. Id.
103. See Denis Campbell, Alzheimer’s Patients to Get Drugs on NHS After Government U-Turn,
GUARDIAN (Oct. 6, 2010, 3:02 PM), https://www.theguardian.com/politics/2010/oct/06/alzheimersdrugs-nhs-government [https://perma.cc/7X22-5HNN].
104. See NAT’L COUNCIL ON DISABILITY, QUALITY-ADJUSTED LIFE YEARS AND THE DEVALUATION
OF LIFE WITH DISABILITY 20 (2019) (suggesting that NICE’s use of CEA is responsible for “notably
worse” outcomes for some patients with chronic illnesses and disabilities).
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some exceptions.105 However, in countries without explicit thresholds,
researchers have been able to estimate implicit ICER thresholds based
on an examination of past decisions about medication
reimbursement.106
Some countries limit the use of CEA to drugs that are expected to
impose significant costs on the public health system. For example, in
the Netherlands, CEA is not required for outpatient pharmaceuticals
expected to have a budget impact of less than €10 million within three
years following the admission to the public benefit scheme. 107
Similarly, in France, CEA is required only for drugs likely to have a
budget impact of at least €20 million after the second year of
commercialization.108 The purpose of CEA in the French system is to
assist payers in price negotiations with drug manufacturers; the results

105. For example, Poland requires all medical technologies claiming public funding to have an ICER
of no more than three times the per capita GDP. See László Gulácsi, Alexandru M. Rotar, Maciej Niewada,
Olga Löblová, Fanni Rencz, Guenka Petrova, Imre Boncz & Niek S. Klazinga, Health Technology
Assessment in Poland, the Czech Republic, Hungary, Romania and Bulgaria, 15 EUR. J. HEALTH ECON.
S13, S15 (Supp. 1 2014). In addition, in 2019, Japan instituted an ICER-based pricing system for certain
drugs and devices that relies on different thresholds depending on a product’s indication. See Isao Kamae,
Rob Thwaites, Anna Hamada & Jovelle L. Fernandez, Health Technology Assessment in Japan: A Work
in Progress, 23 J. MED. ECON. 317, 318–319 (2020).
106. For example, in Sweden, evidence from 2005–2011 suggests an implicit threshold of
79,400€/QALY for drugs that treat non-severe diseases, and 111,700€/QALY for drugs that treat severe
diseases. See Mikael Svensson, Fredrik O. L. Nilsson & Karl Arnberg, Reimbursement Decisions for
Pharmaceuticals in Sweden: The Impact of Disease Severity and Cost Effectiveness, 33
PHARMACOECONOMICS 1229, 1235 (2015). In Australia, a 2013 study estimated an implicit ICER of
approximately AUD $50,000/QALY. See Shuhong Wang, Debra Gum & Tracy Merlin, Comparing the
ICERs in Medicine Reimbursement Submissions to NICE and PBAC—Does the Presence of an Explicit
Threshold Affect the ICER Proposed?, 21 VALUE HEALTH 938, 942 (2018). In Canada, researchers
examining decisions from 2011–2017 estimated that the pan-Canadian Oncology Drug Review Board was
unlikely to recommend public funding of cancer drugs if the ICER exceeded CAN $140,000. See Chris
Skedgel, Dominika Wranik & Min Hu, The Relative Importance of Clinical, Economic, Patient Values
and Feasibility Criteria in Cancer Drug Reimbursement in Canada: A Revealed Preferences Analysis of
Recommendations of the Pan-Canadian Oncology Drug Review 2011–2017, 36 PHARMACOECONOMICS
467, 473 (2018).
107. Joost J. Enzing, Saskia Knies, Bert Boer & Werner B.F. Brouwer, Broadening the Application of
Health Technology Assessment in the Netherlands: A Worthwhile Destination but Not an Easy Ride?, 16
HEALTH ECON., POL’Y & L. 440, 444 (2021).
108. See Mondher Toumi, Anastasiia Motrunich, Aurélie Millier, Cécile Rémuzat, Christos Chouaid,
Bruno Falissard & Samuel Aballéa, Analysis of Health Economics Assessment Reports for
Pharmaceuticals in France—Understanding the Underlying Philosophy of CEESP Assessment, 5 J. MKT.
ACCESS & HEALTH POL’Y, no. 1, 2017, at 1, 2.
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of the assessment do not affect a drug’s eligibility for reimbursement
by the French health care system.109
Germany is a notable outlier in its approach to the economic
evaluation of medicines. In Germany, manufacturers determine the
price of a drug at the time it is launched.110 They will be reimbursed in
full at that price during the drug’s first year, pending an assessment of
the drug’s comparative safety and efficacy. 111 If the drug is found to
provide no added benefit, reimbursement will be limited to the costs
of established therapies. 112 Prices for drugs that offer an incremental
benefit as compared to existing products are negotiated on a
case-by-case basis, based on consideration of the drug’s clinical
benefits, prices of similar drugs, and prices charged in other European
nations. 113 In theory, economic analysis is available if price
negotiations and arbitration fail, but the option has not been used since
the current system of pharmaceutical reimbursement was adopted in
2011.114
109. See id.; see also Aris Angelis, Ansgar Lange & Panos Kanavos, Using Health Technology
Assessment to Assess the Value of New Medicines: Results of a Systematic Review and Expert
Consultation Across Eight European Countries, 19 EUR. J. HEALTH ECON. 123, 128 (2018) (noting that,
in France, “economic evaluations do not have the same impact on price negotiation” as considerations
related to a drug’s added clinical value).
110. See MARTIN WENZL & VALÉRIE PARIS, PHARMACEUTICAL REIMBURSEMENT AND PRICING IN
GERMANY 5–6 (2018), https://www.oecd.org/health/health-systems/Pharmaceutical-Reimbursementand-Pricing-in-Germany.pdf [https://perma.cc/8LEL-PF5Y].
111. See id. at 7.
112. Id. at 8.
113. Id. at 11.
114. See Angelis et al., supra note 109, at 142 (noting that, since the introduction of the current system
of pharmaceutical reimbursement in 2011, no economic evaluation “has been submitted so far and seems
unlikely to ever happen”). The Institute for Quality and Efficiency in Health Care (IQWiG), which would
be responsible for conducting an economic evaluation if one is requested, has articulated a method known
as the “efficiency frontier,” under which the ICER of a new drug, as compared to the next most effective
intervention, cannot be higher than the ICER of the next most effective intervention as compared to its
next effective intervention. See generally Frank G. Sandmann, Sarah Mostardt, Stefan K. Lhachimi &
Andreas Gerber-Grote, The Efficiency-Frontier Approach for Health Economic Evaluation Versus
Cost-Effectiveness Thresholds and Internal Reference Pricing: Combining the Best of Both Worlds?, 5
EXPERT REV. PHARMACOECONOMICS & OUTCOMES RES. 475 (2018). This approach is designed to ensure
that the “costs induced by a drug should (only) increase in proportion to incremental health benefits, thus
implying a constant trade-off between costs and health benefits” within particular therapeutic areas.
Afschin Gandjour, A Proportional Rule for Setting Reimbursement Prices of New Drugs and Its
Mathematical Consistency, BMC HEALTH SERVS. RSCH., Mar. 23, 2020, at 1, 2 (footnote omitted). A
consequence of this approach is that drugs’ ICERs can differ significantly across different therapeutic
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III. COST-EFFECTIVENESS ANALYSIS IN THE UNITED STATES
A. The Use of Cost-Effectiveness Analysis by Federal Health
Agencies
Although CEA has never played as central a role in American health
policy as it does in other industrialized countries, federal agencies have
incorporated cost-effectiveness considerations into their work since at
least the 1970s. For example, in 1974, Congress established the Office
of Technology Assessment (OTA) to advise Congress on policy
options related to emerging technologies. 115 Cost-effectiveness was
one of many factors the OTA considered in its assessments. 116
Similarly, the National Center for Health Care Technology was
established in 1978 to provide a forum for the assessment of health
care technologies, with cost-effectiveness specifically mentioned in
the Center’s mission statement. 117 However, both of these agencies
eventually lost their funding, due partly to controversies over the use
of cost-effectiveness data as a basis for decisions.118
The opposition that these agencies faced is emblematic of a
longstanding resistance in the United States to subjecting health care
interventions to explicit economic evaluation. 119 Scholars have
suggested many reasons for this resistance, including the short-term
focus of entities responsible for paying for health care120 and the fact
that some businesses and professionals profit from costly treatments

areas. Some commentators have suggested that these differences could potentially “result in increased
inequities and political tension.” Peter J. Neumann & Dan Greenberg, Is the United States Ready for
QALYs?, 28 HEALTH AFFS. 1366, 1369 (2009).
115. Jennifer Wong, The History of Technology Assessment and Comparative Effectiveness Research
for Drugs and Medical Devices and the Role of the Federal Government, 33 BIOTECH. L. REP. 221, 226
(2014).
116. Id.
117. Id. at 232.
118. Id. at 228, 234.
119. Another example of this opposition was the President George H. W. Bush Administration’s
opposition to Oregon’s request to fund an expansion of its Medicaid program by limiting coverage to
services that exceeded a particular cost-per-QALY threshold. See infra text accompanying note 194.
120. See Peter J. Neumann, Why Don’t Americans Use Cost-Effectiveness Analysis, 10 AM. J.
MANAGED CARE 308, 308 (2004).
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that do not provide significant added value.121 One factor often noted
is the tendency of Americans to associate cost-effectiveness with
rationing, which “evoke[s] fear of inappropriate limits on effective
medical technology.” 122 As one commentator observes, Americans
have a “deep-seated distaste of limits and of the corporate or
government officials who impose them.”123
Despite this resistance, some federal agencies have incorporated
cost-effectiveness considerations into specific decisions or programs.
For example, the Advisory Committee for Immunization Practices
sometimes reports cost-per-QALY data as part of its rationale for
recommending the adoption of particular vaccines.124 Other examples
include the Department of Health and Human Services’ (DHHS)
Healthy People 2020 objectives, which relied on cost per QALY as
one of several prioritization tools,125 and the National Commission on
Prevention Priorities, which published a ranking of clinical preventive
services based partly on a combination of clinical impact and
cost-effectiveness considerations. 126 Continued resistance to CEA,
however, has ensured that federal agencies’ economic analysis of
health care interventions remains the exception rather than the rule.
Nowhere is this resistance more apparent than in the statutory limits
on the use of QALYs by the Patient-Centered Outcomes Research
Institute (PCORI), which was created by the Affordable Care Act
(ACA) to fund research on the comparative clinical effectiveness of
121. See Uwe E. Reinhardt, ‘Cost-Effectiveness Analysis’ and U.S. Health Care, N.Y. TIMES (Mar. 13,
2009, 6:45 AM), https://economix.blogs.nytimes.com/2009/03/13/cost-effectiveness-analysis-and-ushealth-care/ [https://perma.cc/H9V3-LK5U].
122. Michael K. Gusmano, Objections to the Use of Cost-Effectiveness Analysis in the US: Reflecting
on ‘Has the Time Come for Cost-Effectiveness Analysis in US Health Care?,’ 10 HEALTH ECON., POL’Y
& L. 419, 420 (2015).
123. Neumann, supra note 120, at 309.
124. See, e.g., Evidence to Recommendations for Use of Hepatitis A Vaccine Catch-Up, CTRS. FOR
DISEASE CONTROL & PREVENTION, https://www.cdc.gov/vaccines/acip/recs/grade/hep-a-catchupetr.html [https://perma.cc/43S8-74CD] (July 2, 2020) (justifying a recommendation for catch-up hepatitis
A vaccinations in part based on cost-per-QALY calculations).
125. SEC’Y’S ADVISORY COMM. ON NAT’L HEALTH PROMOTION & DISEASE PREVENTION, OBJECTIVES
FOR 2020, PHASE I REPORT: RECOMMENDATIONS FOR THE FRAMEWORK AND FORMAT OF HEALTHY
PEOPLE 2020, at 39 (2008) (identifying “[t]he cost-effectiveness (e.g., cost per quality-adjusted life years,
or QALY) of alternative opportunities to reduce health burden and improve health” as one of the “key
factors relating to each Healthy People 2020 objective”).
126. Grosse et al., supra note 32, at 368–69.
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medical interventions. The ACA explicitly prohibits PCORI from
relying on cost per QALYs “as a threshold to establish what type of
health care is cost effective or recommended.” 127 Although this
language would not appear to prevent PCORI from supporting
QALY-based research that is not related to establishing a threshold,128
PCORI has taken the position that it is not permitted to fund research
that either conducts a formal CEA or that “directly compare[s] the
costs of care between two or more alternative approaches.”129
The ACA’s limitation on the use of QALYs does not, however,
apply to comparative effectiveness research supported by other federal
agencies. As a result, it imposes no constraints on research that is
supported by the Agency for Health Research and Quality (AHRQ),
which was created in 1999 to support studies designed “to make health
care safer, higher quality, more accessible, equitable, and
affordable.” 130 Although the AHRQ has supported only a few
cost-effectiveness studies of medicines, 131 some of the academic
centers that have been designated as AHRQ Evidence-Based Practice
Centers explicitly refer to cost-effectiveness as an aspect of their
work.132
127. 42 U.S.C. § 1320e-1(e).
128. Nicholas Bagley, Who Says PCORI Can’t Do Cost Effectiveness?, INCIDENTAL ECONOMIST (Oct.
14, 2013), https://theincidentaleconomist.com/wordpress/who-says-pcori-cant-do-cost-effectiveness/
[https://perma.cc/JVM2-XS2W] (“So far as the ACA is concerned, it’s perfectly OK for the institute to
use dollar-per-QALY metrics. It just can’t use those metrics as thresholds.”).
129. What Is PCORI’s Official Policy on Cost and Cost-Effectiveness Analysis?, PATIENT-CENTERED
OUTCOMES RSCH. INST., https://help.pcori.org/hc/en-us/articles/213716587-What-is-PCORI-s-officialpolicy-on-cost-and-cost-effectiveness-analysis [https://perma.cc/6UT3-CJ9S]. In light of amendments to
the ACA in 2019, however, PCORI will allow research that collects information about costs and economic
burdens of interventions when relevant to patients, caregivers or to other stakeholders. Jason Shafrin,
PCORI to Incorporate Cost But Not Cost-Effectiveness in Its New Principles, HEALTHCARE ECONOMIST
(Oct. 6, 2020), https://www.healthcare-economist.com/2020/10/06/pcori-to-incorporate-cost-but-notcost-effectiveness-in-its-new-principles/ [https://perma.cc/2XYA-B8LN].
130. About AHRQ, AGENCY FOR HEALTHCARE RSCH. & QUALITY (July 2014),
https://www.ahrq.gov/cpi/about/index.html [https://perma.cc/YVW5-6PR8].
131. Jonathan J. Darrow & Aaron S. Kesselheim, Promoting Competition to Address Pharmaceutical
Prices,
HEALTH
AFFS.
POL’Y
OPTIONS PAPER,
Mar.
15, 2018,
at
1,
4,
https://www.healthaffairs.org/do/10.1377/hpb20180116.967310/full/HPP_2018_CMWF_02_W.pdf
[https://perma.cc/ZRQ5-C53G].
132. See, e.g., The Johns Hopkins University Evidence-Based Practice Center, JOHNS HOPKINS
BLOOMBERG SCH. OF PUB. HEALTH, https://www.jhsph.edu/research/centers-and-institutes/johnshopkins-evidence-based-practice-center/ [https://perma.cc/KN9D-ZBGH] (noting that the Center’s work
draws on expertise in cost-effectiveness analysis).
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B. Cost-Effectiveness Analysis by the Institute for Clinical and
Economic Review
The Institute for Clinical and Economic Review is a nonprofit
organization created in 2006 to evaluate the clinical and economic
value of prescription drugs, medical tests, and other health care
delivery innovations. 133 (The acronym for the organization’s name,
ICER, is the same one used for the concept of the incremental
cost-effectiveness ratio; to avoid confusion, this Article will refer to
the concept as ICER, and to the organization as US-ICER.) Unlike
governmental technology assessment bodies in other countries,
US-ICER has no formal regulatory authority. 134 Nonetheless, its
recommendations can be influential to both manufacturers and
payers.135
US-ICER’s recommendations on a drug’s “long-term value for
money at current pricing” are based largely, although not exclusively,
on CEA. 136 US-ICER generally considers drugs that cost under
$50,000 per QALY to provide high value, drugs that cost between
$50,000 and $175,000 per QALY to provide intermediate value, and
drugs that cost over $175,000 per QALY to provide low value. 137
Within this range, it has identified $100,000–$150,000 as its
“value-based price benchmark,” which is intended to reflect a price
range “that aligns fairly with a treatment’s added benefits for patients
over their lifetime.” 138 Unlike NICE, US-ICER applies the same
cost-per-QALY thresholds to all drugs uniformly.139 It has specifically
rejected the application of higher thresholds for treatments of
133. Frequently Asked Questions (FAQs), INST. FOR CLINICAL & ECON. REV., https://icer.org/who-weare/faqs/ [https://perma.cc/S3N7-AFTR].
134. Id.
135. Infra text accompanying notes 215–221.
136. Logan Trenaman, Steven D. Pearson & Jeffrey S. Hoch, How Are Incremental Cost-Effectiveness,
Contextual Considerations, and Other Benefits Viewed in Health Technology Assessment
Recommendations in the United States?, 23 VALUE HEALTH 576, 577 (2020).
137. Id. at 576–77.
138. See INST. FOR CLINICAL & ECON. REV., 2020–2023 VALUE ASSESSMENT FRAMEWORK 30 (2020)
[hereinafter ICER VALUE ASSESSMENT FRAMEWORK]. However, “to accommodate the needs of
decision-makers in the US to think about their own desired interpretation of cost-effectiveness
thresholds,” its final reports indicate the price a drug would need to be sold at to achieve a broader range
of cost-per-QALY ratios. Id. at 71–72.
139. Id. at 25.
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“ultra-rare disorders” on the ground that it could be considered
inequitable to “extend[] the threshold range higher for treatments just
because they treat a small population.”140
Although US-ICER views cost per QALY as “the gold standard in
cost-effectiveness analyses,” 141 it also presents its results in terms of
cost per life-year gained, cost per condition-specific measures of
health benefits, and cost per “equal value of life years gained”
(evLYG).142 The evLYG, which was introduced in 2018, measures the
benefits of drugs in terms of their impact on the length of patients’
lives without taking into account quality-of-life considerations. 143
US-ICER developed this measure in response to criticisms that its
reliance on QALYs discriminated against life-extending treatments for
patients with disabilities,144 an issue that is discussed further below.145
In addition to considering cost-effectiveness, US-ICER’s
recommendations also take into account the comparative clinical
effectiveness of a drug, as well as a specific list of “other benefits or
disadvantages, and contextual considerations.” 146 The list of other
benefits and disadvantages includes whether the drug offers a novel
mechanism of action; whether the complexity of the drug is likely to
improve patient adherence and outcomes; the extent to which the drug
presents a different balance or timing of risks and benefits than existing
140. Id. at 71 (also noting that, in a world of high drug prices, companies can realize a sufficient profit
to sustain innovation even when the market for a product is relatively small).
141. INST. FOR CLINICAL & ECON. REV., THE QALY: REWARDING THE CARE THAT MOST IMPROVES
PATIENTS’
LIVES
(2018)
[hereinafter
ICER,
THE
QALY],
https://icer.org/wpcontent/uploads/2020/12/QALY_evLYG_FINAL.pdf [https://perma.cc/27Q8-6L5K].
142. See ICER VALUE ASSESSMENT FRAMEWORK, supra note 138, at 27.
143. See Mike Paulden, Are the “Equal Value of Life Years Gained” and “Health Years in Total”
Approaches Viable Alternatives to the QALY? Matters of Logic and Matters of Value, YOUTUBE (Sep.
22, 2020), https://www.youtube.com/watch?v=MtNKI2VfTJw&ab_channel=MikePaulden. There is a
subtle difference between measuring “cost per life-year gained” and measuring “cost per evLYG.” See id.
With cost per life-year gained, any life years provided by the new treatment are measured as full years,
regardless of their quality. But, with cost per evLYG, only the additional years the new treatment provides,
beyond those that would have been provided by using the comparator treatment, are measured as full
years. Id. Any years that also would have been gained by using the comparator treatment are measured
with traditional QALYs. Id.
144. See Cost-Effectiveness, the QALY, and the evLYG, INST. FOR CLINICAL & ECON. REV.,
https://icer.org/our-approach/methods-process/cost-effectiveness-the-qaly-and-the-evlyg/
[https://perma.cc/4FTF-AMZZ].
145. See infra text accompanying notes 240–260.
146. ICER VALUE ASSESSMENT FRAMEWORK, supra note 138, at 27.
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options; whether the drug is likely to differentially benefit a
historically disadvantaged or underserved community; the extent to
which the drug will have a significant impact on improving return to
work, overall productivity, or both; and the potential impact of the drug
on reducing family and caregiver burden. 147 The list of contextual
considerations include the severity of the condition treated; the
absolute and proportional quality shortfalls associated with the
condition; whether other treatments for the condition are or will soon
be available; and the extent of uncertainty regarding the estimates of
the drug’s long-term risks and benefits.148
US-ICER reviewers take separate votes on these additional factors
before voting on the drug’s overall long-term value for money.
However, there is no explicit weighting or scoring process applied to
the criteria; reviewers are free to consider the various factors in any
way they choose. 149 A recent review of thirty-one US-ICER
assessments found that, in most cases, reviewers’ recommendations
were based primarily on cost-per-QALY information, but there were a
few situations in which the additional considerations appeared to make
a significant difference. 150 In one case, a majority of reviewers rated a
drug with a very high cost-per-QALY ratio as having either
intermediate or high value because of its novel mechanism of action
and its potential to reduce caregiver and family burden and improve
return to work. 151 In another case, only three out of ten reviewers
deemed a drug with a very low cost-per-QALY ratio to represent a
high value for money, in light of uncertainties about the drug’s
long-term benefits and risks.152
US-ICER also provides information on the budget impact or
“short-term affordability” of drugs. 153 The budget impact analysis
alerts policymakers when drugs are expected to cost more than $819
147. See id. at 32, 35 tbl.4.1.
148. See id.
149. Trenaman et al., supra note 136, at 582.
150. See id. at 581–82.
151. See id. at 579.
152. Id. at 581.
153. Value Assessment Framework, INST. FOR CLINICAL & ECON. REV., https://icer.org/ourapproach/methods-process/value-assessment-framework/ [https://perma.cc/UC6J-YD9U].
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million per year,154 a level that “would be difficult for the health care
system to absorb over the short term without displacing other needed
services or contributing to rapid growth in insurance costs that could
threaten sustainable access to high-value care for all patients.”155 The
budget impact analysis does not alter US-ICER’s assessment of a
drug’s long-term value for money,156 but instead is intended “to signal
to the health care system that special arrangements, such as lower
prices, enhanced efforts to eliminate waste, or prioritizing treatment
for the sickest, may be needed.”157
C. Cost-Effectiveness Analysis in Medication Coverage Decisions
The extent to which CEA is used in medication coverage decisions
varies considerably across different types of health plans. Some of
these variations reflect the fact that certain types of payers are subject
to legal requirements that limit their ability to control whether, and on
what terms, they will cover particular medications. Other variations
stem from differences in the philosophies or business strategies of
particular payers.

154. Id. The budget impact threshold is equivalent to “double the average net budget impact for new
drugs that would contribute to overall health care cost growth beyond the anticipated growth in national
GDP plus an additional 1%.” ICER VALUE ASSESSMENT FRAMEWORK, supra note 138, at 41.
155. Id. at 39.
156. Before 2015, US-ICER incorporated budget impact considerations into its value assessments, but
it changed its approach in response to criticism. See ASPEN INST. & LEONARD D. SCHAEFFER CTR. FOR
HEALTH POL’Y & ECON., HEALTH TECHNOLOGY ASSESSMENT FOR THE U.S. HEALTHCARE SYSTEM
BACKGROUND PAPER 9 (2019); see also Joshua T. Cohen, Jordan E. Anderson & Peter J. Neumann, Three
Sets of Case Studies Suggest Logic and Consistency Challenges with Value Frameworks, 20 VALUE
HEALTH 193, 196, 198 (2017) (criticizing US-ICER’s past practice of incorporating potential budget
constraints into the value assessment process on the grounds that it was inconsistent with the principle
that “two therapies that confer the same survival duration gain should have the same value”).
157. ICER VALUE ASSESSMENT FRAMEWORK, supra note 138, at 39. For example, US-ICER issued an
affordability alert for the cell therapy Yescarta™ (axicabtagene ciloleucel), which is used to treat adults
with non-Hodgkin lymphoma, after finding that, although the drug was cost-effective, “only 38% of the
eligible population of 5,900 could be treated before crossing the affordability threshold.” See INST. FOR
CLINICAL & ECON. REV., A LOOK AT CAR-T THERAPIES 1 (2018), https://icer.org/wpcontent/uploads/2020/10/ICER_CAR-T_RAAG_032318.pdf [https://perma.cc/LJ4M-AYNT]. At the
time of the analysis, the medication had a wholesale acquisition cost of $373,000 per patient, which
translated to $136,078 per QALY added. Id. at 4.
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1. Medicare
Drug coverage decisions under Medicare are made through two
different processes. The first concerns “original” Medicare, which
consists of Part A (covering drugs provided as part of inpatient hospital
care) and Part B (covering drugs administered in physicians’ offices or
hospital outpatient departments). 158 Determinations about drug
coverage in original Medicare are made either at the national level, by
the Centers for Medicare and Medicaid Services (CMS), or at the local
level, by Medicare administrative contractors.159 The second process
concerns self-administered prescription drugs, which are provided
either by stand-alone prescription drug plans (Part D) or as part of
Medicare Advantage Plans (Part C). Part D and Part C plans are run
by private insurers, who make their own coverage determinations
subject to certain baseline Medicare rules. 160 Although CEA is
unlikely to play any role in drug coverage determinations in original
Medicare, there are increasing opportunities for it to influence
coverage decisions made by Part D or Part C plans.
Original Medicare’s ability to use CEA is limited by statute. The
same section of the ACA that limits PCORI’s use of QALYs also
prohibits Medicare from using QALYs, or any similar measure, “as a
threshold to determine coverage, reimbursement, or incentive
programs.” 161 In addition, a separate provision prohibits Medicare
from using the results of comparative effectiveness research “in
158. CTRS. FOR MEDICARE & MEDICAID SERVS., NO. 11315-P, DRUG COVERAGE UNDER DIFFERENT
PARTS
OF
MEDICARE
1,
4
(2021),
https://www.cms.gov/outreach-andeducation/outreach/partnerships/downloads/11315-p.pdf [https://perma.cc/98MV-9HA8].
159. See 42 U.S.C. § 1395ff(a)(1).
160. See Dena Bunis, Understanding Medicare’s Options: Parts A, B, C, and D, AARP,
https://www.aarp.org/health/medicare-insurance/info-01-2011/understanding_medicare_the_plans.html
[https://perma.cc/6BCB-57S9] (Nov. 15, 2021).
161. 42 U.S.C. § 1320e-1(e); see also 42 U.S.C. § 18022(b)(4)(D) (requiring that the Secretary “ensure
that health benefits established as essential not be subject to denial to individuals against their wishes on
the basis of the individuals’ age or expected length of life or of the individuals’ present or predicted
disability, degree of medical dependency, or quality of life”). Ironically, although Congress has limited
Medicare’s ability to rely on QALYs in making coverage decisions related to diagnosis and treatment,
legislation adding preventive services to the Medicare benefit has often been preceded by a congressional
request for formal cost-effectiveness analysis. See James D. Chambers, Michael J. Cangelosi & Peter J.
Neumann, Medicare’s Use of Cost-Effectiveness Analysis for Prevention (But Not for Treatment), 119
HEALTH POL’Y 156, 159 (2015).
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determining coverage, reimbursement, or incentive programs . . . in a
manner that treats extending the life of an elderly, disabled, or
terminally ill individual as of lower value than extending the life of an
individual who is younger, nondisabled, or not terminally ill.”162
Although these provisions limit Medicare’s ability to rely on CEA
in making coverage determinations, they do not prohibit the use of
CEA in all circumstances. For treatments that are not life extending,
only the first of the two provisions—limiting the use of QALYs as a
“threshold”—would apply. Nothing in this provision would preclude
Medicare from using QALYs in ways that do not involve setting a
threshold, such as determining which of two drugs for a particular
condition provides greater value for money. 163 For life-extending
treatments, the second provision quoted above effectively prohibits all
QALY-based CEA, for reasons that will be made clearer below.164 Yet
Medicare could still base coverage determinations for life-extending
treatment on other forms of CEA that do not incorporate quality-of-life
considerations, such as the evLYG.
Even if the ACA does not rule out all uses of CEA within original
Medicare, DHHS has historically been unwilling to consider
cost-effectiveness as a basis for coverage decisions. 165 In 1989, the
agency issued a proposed rule that would have permitted the denial of
coverage based in part on cost-effectiveness considerations, but the
proposal sparked widespread criticism and was subsequently
withdrawn.166 Since then, Medicare has shied away from relying on
cost-effectiveness in making coverage determinations, and in fact has

162. 42 U.S.C. § 1320e-1(c)(1).
163. See Nicholas Bagley, Bedside Bureaucrats: Why Medicare Reform Hasn’t Worked, 101 GEO. L.J.
519, 574 (2013) (noting that “Medicare could avoid using QALYs as ‘a threshold’ to determine coverage
by taking an all-things-considered approach”).
164. See infra text accompanying 240–260.
165. See Steven D. Pearson, Len Nichols & Amitabh Chandra, Policy Strategies for Aligning Price and
Value for Brand-Name Pharmaceuticals, HEALTH AFFS. POL’Y OPTIONS PAPER, Mar. 15, 2018, at 1, 1,
https://www.healthaffairs.org/do/10.1377/hpb20180216.92303/full/
[https://perma.cc/WN9N-2E2C]
(noting that Medicare has interpreted its authorizing statute “as preventing it from considering prices in
coverage decisions”).
166. See Peter J. Neumann & James D. Chambers, Medicare’s Enduring Struggle to Define
“Reasonable and Necessary” Care, 367 NEW ENG. J. MED. 1775, 1776 (2012).
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covered several interventions that have cost-per-QALY ratios that far
exceed generally used ICER thresholds.167
The rules governing the private insurers who cover
self-administered prescription drugs under Parts D or C leave greater
opportunities for taking cost-effectiveness considerations into account.
These plans are subject to certain minimum coverage requirements,
including the obligation to cover at least two products in each of
fifty-seven designated major therapeutic categories 168 and to cover “all
or substantially all” medications in six “protected classes” regardless
of cost.169 But in therapeutic areas outside the protected classes for
which multiple drugs are available, insurers are free to control costs by
excluding particular drugs from their formularies.
Part D plans are increasingly exercising their authority to impose
formulary exclusions. One analysis of thousands of plans found that,
between 2010 and 2019, the proportion of drugs approved by the Food
and Drug Administration (FDA) covered by the average Part D plan
dropped from 73% to 56%.170 Although it does not appear that most
Part D plans currently base formulary exclusion decisions on
cost-effectiveness considerations, payer surveys suggest that
US-ICER assessments are likely to take on a great role in coverage
decisions in the future.171
In fact, CMS recently expanded Part D plans’ ability to limit its
formularies, explicitly citing the value of “promot[ing] cost-effective

167. See James D. Chambers, Peter J. Neumann & Martin J. Buxton, Does Medicare Have an Implicit
Cost-Effectiveness Threshold?, 30 MED. DECISION MAKING E14, E17 (2010) (citing Medicare’s decision
to cover three interventions with ICERs greater than $500,000).
168. Darrow & Kesselheim, supra note 131, at 3 n.33.
169. The protected classes include anticonvulsants, antidepressants, antineoplastics, antipsychotics,
antiretrovirals, and immunosuppressants. See id.
170. See Sydney Lupkin, Insurers Cover Fewer Drugs, Leaving Some Patients Struggling to Get
Needed Treatments, NPR (Mar. 16, 2020, 7:12 PM), https://www.npr.org/sections/healthshots/2020/03/16/816807617/insurers-cover-fewer-drugs-leaving-some-patients-struggling-to-getneeded-treatm [https://perma.cc/3BU6-DY89].
171. See ISHA BANGIA & ULRICH NEUMANN, THE RISE OF COST EFFECTIVENESS CONSIDERATIONS IN
THE
U.S.:
PAYER
VIEWS
AND
INNOVATOR
STRATEGIES
6
(2018),
https://www.certara.com/app/uploads/2020/09/The-Rise-of-Cost-Effectiveness-Considerations-in-theUS.pdf [https://perma.cc/LQ7D-SDSJ] (reporting survey results showing that payers “expect
QALY-based cost-effectiveness analyses to guide formulary inclusion/exclusion for about 30% of lives”
in both commercial and Medicare markets).
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drug therapy” as a motivation for the change.172 Under the new policy,
plans may now limit formulary coverage of drugs to specific approved
indications, as long as there is another therapeutically similar drug on
the formulary available for any non-covered indications. Prior to this
change, if a Part D plan included a particular drug in its formulary, it
was required to cover that drug for all of its FDA-approved indications,
except those that were statutorily excluded from Part D coverage. 173
In addition to formulary exclusions, plans also rely on a variety of
utilization management tools to steer patients away from less-preferred
drugs. These tools include prior authorization requirements, quantity
limits, and step therapy requirements (which prevent patients from
accessing certain drugs until they have first tried other medications or
non-drug approaches). 174 Part D plans may apply these utilization
management tools to all drugs except antiretrovirals; 175 as of 2018,
plans were applying these tools to approximately one-quarter of their
products. 176 In addition, since January 2021, Medicare Advantage
plans have been permitted to require step therapy not only for
self-administered drugs but also for Part B drugs that are provided to
their beneficiaries.177 In announcing its rule authorizing step therapy
for Part B drugs, CMS specifically noted the goal of directing patients
to “more cost[-]effective drug treatment.”178

172. Indication-Based Formulary Design Beginning in Contract Year (CY) 2020, CTRS. FOR MEDICARE
& MEDICAID SERVS. (Aug. 29, 2018), https://www.cms.gov/newsroom/fact-sheets/indication-basedformulary-design-beginning-contract-year-cy-2020 [https://perma.cc/RC4R-VZK2]; see also Mari Edlin,
Indication-Based Formulary Design Chases Medicare Market, MANAGED HEALTHCARE EXEC. (June 12,
2019), https://www.managedhealthcareexecutive.com/view/indication-based-formulary-design-chasesmedicare-market [https://perma.cc/X5EQ-7F2K] (suggesting that CMS’s goal was “to encourage
value-based benefit design by looking at cost and effectiveness”).
173. See Indication-Based Formulary Design Beginning in Contract Year (CY) 2020, supra note 176.
174. See Cole Werble, Formularies, HEALTH AFFS. HEALTH POL’Y BRIEF, Sept. 14, 2017, at 1, at 2,
https://www.healthaffairs.org/do/10.1377/hpb20171409.000177/full/ [https://perma.cc/G4SP-HZ48].
175. See Medicare Advantage and Part D Drug Pricing Final Rule (CMS-4180-F), CTRS. FOR
MEDICARE & MEDICAID SERVS. (May 16, 2019), https://www.cms.gov/newsroom/fact-sheets/medicareadvantage-and-part-d-drug-pricing-final-rule-cms-4180-f [https://perma.cc/44WE-QP5Q].
176. See AVALERE, IMPACT OF PROTECTED CLASS UTILIZATION MANAGEMENT IN MEDICARE PART D
1 (June 2, 2020), https://avalere.com/wp-content/uploads/2020/06/Impact-of-Protected-Class-UtilizationManagement-in-Medicare-Part-D-.pdf [https://perma.cc/ZB5K-E857].
177. See Modernizing Part D and Medicare Advantage to Lower Drug Prices and Reduce Out-of-Pocket
Expenses, 84 Fed. Reg. 23,832, 23,833 (May 23, 2019) (to be codified at 42 C.F.R. pts. 422, 423).
178. Id. at 23,862.
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2. Medicaid
Unlike Medicare prescription drug plans, state Medicaid programs
cover nearly all prescription drugs.179 This broad coverage is due to
the structure of the federal Medicaid Drug Rebate program, which
requires Medicaid programs to cover virtually all of a manufacturer’s
FDA-approved drugs in exchange for a guarantee that they will be
charged no more than the lowest price charged in the commercial
market. 180 As a result of this system, state Medicaid programs
essentially operate open formularies.181
However, state Medicaid programs can influence the price of drugs
in their formularies by negotiating with manufacturers for
supplemental rebates, which can drive the price even lower than the
lowest commercial price. 182 One way that states incentivize
manufacturers to provide these supplemental rebates is by offering
“preferred” status to certain drugs. 183 Providers are encouraged to
prescribe preferred drugs over other alternatives, and these drugs are
typically exempt from utilization management tools such as prior
authorization, step therapy, or differential copayments.184
Some states have begun to incorporate CEA into their negotiations
over supplemental rebates, the designation of preferred status, or both.
For example, in 2018, the New York State Drug Utilization Review
179. Although coverage of prescription drugs is an optional Medicaid benefit under federal law, all
states
currently
provide
this
benefit.
See
Prescription
Drugs,
MEDICAID.GOV,
https://www.medicaid.gov/medicaid/prescriptiondrugs/index.html#:~:text=Although%20pharmacy%20coverage%20is%20an,within%20their%20state%
20Medicaid%20programs [https://perma.cc/XBD9-AXA8].
180. Rachel Dolan, Understanding the Medicaid Prescription Drug Rebate Program, KAISER FAM.
FOUND. (Nov. 12, 2019), https://www.kff.org/medicaid/issue-brief/understanding-the-medicaidprescription-drug-rebate-program/ [https://perma.cc/SYW9-RMUZ].
181. Rachel Dolan & Marina Tian, Management and Delivery of the Medicaid Pharmacy Benefit,
KAISER FAM. FOUND. (Dec. 6, 2019), https://www.kff.org/medicaid/issue-brief/management-anddelivery-of-the-medicaid-pharmacy-benefit/ [https://perma.cc/2XET-9D93].
182. KATHLEEN GIFFORD, ANNE WINTER, LINDA WIANT, RACHEL DOLAN, MARINA TIAN & RACHEL
GARFIELD, KAISER FAM. FOUND., HOW STATE MEDICAID PROGRAMS ARE MANAGING PRESCRIPTION
DRUG COSTS 20 (2020), http://files.kff.org/attachment/How-State-Medicaid-Programs-are-ManagingPrescription-Drug-Costs.pdf [https://perma.cc/S826-954N].
183. Id. at 12.
184. State Medicaid Preferred Drug Lists, KAISER FAM. FOUND., https://www.kff.org/other/stateindicator/medicaid-preferred-druglists/?currentTimeframe=0&sortModel=%7B%22colId%22:%22Location%22,%22sort%22:%22asc%2
2%7D [https://perma.cc/8A2G-D6JR] (July 1, 2019).

Published by Reading Room, 2022

35

Georgia State University Law Review, Vol. 38, Iss. 3 [2022], Art. 10

846

GEORGIA STATE UNIVERSITY LAW REVIEW

[Vol. 38:2

Board recommended that the Medicaid program seek substantial
supplemental rebates on the cystic fibrosis drug Orkambi to “achieve
$150,000 per QALY threshold.” 185 The Board ultimately reached a
confidential agreement with the manufacturer on a supplemental
rebate amount.186 In 2019, the Massachusetts Drug Utilization Review
Board recommended a requirement of prior authorization for the drug
Spravato, a ketamine-based nasal spray used for treatment-resistant
depression, based on the fact that it “falls above the cost-effectiveness
threshold of $150,000 per QALY.”187
States are also increasingly experimenting with value-based
payment arrangements in Medicaid. Seven states currently have
federal waivers that authorize the use of outcomes-based drug pricing
arrangements in Medicaid, under which the amounts of manufacturers’
supplemental rebates are tied to patients’ clinical outcomes.188 Future
value-based payment arrangements could conceivably tie rebate
amounts to the kind of QALY assessments already being used by state
Medicaid Drug Utilization Review Boards.
States have also begun to incorporate CEA into utilization review
decisions. In 2019, the Oklahoma Drug Utilization Board imposed
prior authorization requirements on drugs to treat hereditary
angioedema and spinal muscular atrophy, based in part on

185. New York State Medicaid Drug Utilization Review (DUR) Board Meeting Summary for April 26,
2018,
N.Y.
STATE
DEP’T
OF
HEALTH
7
(Apr.
26,
2018),
https://www.health.ny.gov/health_care/medicaid/program/dur/meetings/2018/04/summary_durb.pdf
[https://perma.cc/38PN-8KBP]. Under legislation adopted in 2017, the state is authorized to impose
penalties on manufacturers that do not agree to the Board’s target rebate levels, including in some cases
the imposition of utilization management restrictions on all of the manufacturer’s drugs. N.Y. PUB.
HEALTH LAW § 280 (McKinney 2020).
186. Ed Silverman, New York Panel Seeks Extra Medicaid Rebates from Biogen for Pricey Rare
Disease Drug, STAT NEWS (July 27, 2020), https://www.statnews.com/pharmalot/2020/07/27/new-yorkmedicaid-biogen-rebates-spinraza/ [https://perma.cc/9ZPE-GQZ2].
187. Drug Utilization Review Board Meeting Minutes, MASSHEALTH (Jun. 12, 2019),
https://www.mass.gov/files/documents/2020/02/04/DUR%20Board%20Minutes%20June%202019%20
Final.pdf [https://perma.cc/4W5T-R33Q].
188. Edwin Park & Andrea Noda, Alternative Drug Purchasing Arrangements Do Not Justify Raising
the Prices Medicaid Pays for Brand Drugs, HEALTH AFFS. (Apr. 3, 2020),
https://www.healthaffairs.org/do/10.1377/forefront.20200325.649781/full/
[https://perma.cc/ZWR748A6] (discussing waivers received by Oklahoma, Michigan, Colorado, Washington, Louisiana,
Massachusetts, and Alabama).
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cost-per-QALY information in US-ICER reports.189 In response, the
state legislature enacted a law prohibiting state agencies from relying
on QALYs “as a threshold to establish what type of health care is cost
effective or recommended,” or from using QALYs or similar measures
“as a threshold to determine coverage, reimbursement, incentive
programs or utilization management decisions.”190 Similar laws have
been introduced in other state legislatures.191
So far, CMS has not taken a position on state Medicaid programs’
use of QALYs. Three decades ago, however, federal authorities
rejected Oregon’s effort to expand its Medicaid program by
eliminating coverage for services whose cost per QALY exceeded a
particular threshold.192 In rejecting the Oregon plan, President George
H.W. Bush’s Administration charged that the state’s reliance on
QALYs as a measure of the value of health services discriminated
against persons with disabilities in violation of federal law. 193
3. Veterans Health Administration
The Veterans Health Administration (VHA) has explicitly
embraced CEA as a component of its drug review process.194 Initially,
it did this by requesting cost-effectiveness data directly from
manufacturers of selected medications. 195 However, it found that
relevant information was often not available, and it expressed concern
about the impartiality of the information obtained from

189. States and QALY-Based Assessments: What Is Happening Where, VALUE OUR HEALTH (Mar. 6,
2020),
https://valueourhealth.org/wp-content/uploads/2020/04/State-by-State-What-is-HappeningWhere.pdf [https://perma.cc/V9NK-LWWW].
190. OKLA. STAT. ANN. tit. 63, § 2563 (West 2020).
191. See H.B. 5861, 2019 Sess. (Conn. 2019); H. 1088, 191st Gen. Ct., Reg. Sess. (Mass 2019).
192. See W. John Thomas, The Oregon Medicaid Proposal: Ethical Paralysis, Tragic Democracy, and
the Fate of a Utilitarian Health Care Program, 72 OR. L. REV. 47, 57 (1993).
193. Id. at 137.
194. The VA provides pharmacy services directly to its beneficiaries, rather than reimbursing claims
for prescriptions filled by other providers. It has a national formulary for prescription drugs, but
beneficiaries can obtain access to non-formulary drugs through a prior authorization procedure. See Mike
McCaughan, Veterans Health Administration, HEALTH AFFS. HEALTH POL’Y BRIEF, Aug. 2017, at 1, 1,
https://www.healthaffairs.org/do/10.1377/hpb20171008.000174/full/ [https://perma.cc/66KX-XNZH].
195. Id. at 3.
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industry-funded studies.196 To overcome these concerns, in 2017, the
VHA entered into a formal cooperation with US-ICER.197
The VHA has emphasized that the primary purpose of its
collaboration with US-ICER is to support price negotiations with the
pharmaceutical industry, rather than to determine whether particular
drugs will be covered in its formulary.198 Although it states that it “has
not used negative ICER assessments of value for new products to limit
their use,” in some cases it has relied on CEA to favor the use of a
“higher-value option” within a particular drug class.199 In addition, it
has sometimes imposed prior authorization requirements on drugs that
“significantly exceeded cost-effectiveness thresholds at current
pricing.”200
4. Privately Funded Health Insurance
Privately funded health insurance plans have multiple opportunities
for incorporating CEA into their coverage policies, from formulary
design and the imposition of utilization management tools to price
negotiations with manufacturers. A majority of private payers report
that they already consider CEA in making coverage decisions,
generally by relying on US-ICER assessments.201 However, with some
196. See Sherrie L. Aspinall, Chester B. Good, Peter A. Glassman & Michael A. Valentino, The
Evolving Use of Cost-Effectiveness Analysis in Formulary Management Within the Department of
Veterans Affairs, 43 MED. CARE II-20, II-24 (2005).
197. See The Institute for Clinical and Economic Review to Collaborate with the Department of
Veterans Affairs’ Pharmacy Benefits Management Services Office, INST. FOR CLINICAL & ECON. REV.
(June 27, 2017), https://icer.org/news-insights/press-releases/va-release/ [https://perma.cc/9E25-YNFF].
198. See C. Bernie Good, Tom Emmendorfer & Michael Valentino, VA Responds to Concerns About
Collaboration
with
ICER,
HEALTH
AFFS.
(Oct.
25,
2017),
https://www.healthaffairs.org/do/10.1377/forefront.20171024.745943/full/
[https://perma.cc/GK8DQ5Y2].
199. See Peter Glassman, Steven Pearson, Jennifer Zacher, David Rind & Michael Valentino, VA and
ICER at Three Years: Critics’ Concerns Answered, HEALTH AFFS. (June 15, 2020),
https://www.healthaffairs.org/do/10.1377/forefront.20200611.662048/full/
[https://perma.cc/7EFRXPME] (discussing the VA’s decision to favor the PCSK9 inhibitor alirocumab over the less
cost-effective alternative evolocumab).
200. See id. (stating that “despite an ICER evidence report indicating that new medications for tardive
dyskinesia significantly exceeded cost-effectiveness thresholds at current pricing, VA decided to cover
these agents via an evidence-based prior authorization process”).
201. See MANAGED MKTS. INSIGHT & TECH., AS NEW FORMULARY EXCLUSIONS ARE UNVEILED,
DRUGMAKERS NEED TO COMMUNICATE VALUE, Sep. 25, 2018, https://www.mmitnetwork.com/member-
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notable exceptions discussed below, CEA is typically not used as an
exclusive decision-making criterion.202
The extent to which privately funded plans can limit the drugs in
their formularies depends on the nature of the plan. For individual
plans and fully insured small group plans, 203 the use of formulary
exclusions is limited by the ACA’s essential health benefits
requirement, which includes an obligation to cover at least one drug in
every category listed in the United States Pharmacopeia, or the same
number of drugs in each category and class as in the state’s benchmark
plan.204 Large employer plans are not subject to the essential benefits
requirement, but they may be subject to state insurance mandates, such
as laws requiring coverage of all cancer drugs covered by Medicare.205
The least constrained privately funded health plans are those that are
self-insured, which are exempt from both the ACA’s essential health
benefits requirement and state law insurance mandates.206 These plans
can effectively construct their formularies however they want.
Plans with limited formularies are most likely to exclude drugs in
therapeutic classes with multiple alternative options.207 Some plans,
however, are beginning to exclude drugs that are less easily replaced,
content/as-new-formulary-exclusions-are-unveiled-drugmakers-need-to-communicate-value/
[https://perma.cc/GN59-96CF].
202. See id. (reporting that 80% of payers surveyed indicated that they consider ICER assessments in
making drug-coverage decisions).
203. A fully insured plan is a plan “[a]n insurance arrangement in which the employer contracts with a
health plan that assumes financial responsibility for the costs of enrollees’ medical claims.” GARY
CLAXTON, MATTHEW RAE, GREGORY YOUNG & DANIEL MCDERMOTT, KAISER FAM. FOUND.,
EMPLOYER
HEALTH
BENEFITS:
2020
ANNUAL
SURVEY
170
(2020),
https://files.kff.org/attachment/Report-Employer-Health-Benefits-2020-Annual-Survey.pdf
[https://perma.cc/S22W-NLTY].
204. 45 C.F.R. § 156.122(a) (2016); see also 42 C.F.R. § 440.330 (2014) (defining benchmark health
benefits coverage).
205. See Scott D. Ramsey, How State and Federal Policies as Well as Advances in Genome Science
Contribute to the High Cost of Cancer Drugs, 34 HEALTH AFFS. 571, 572 (2015) (noting that “more than
three-quarters of all commercially insured patients in the United States reside in states that have passed
laws requiring all health insurers to cover on- and off-label uses of cancer drugs similar to Medicare”).
206. See Frequently Asked Questions on Essential Health Benefits Bulletin, CTRS. FOR MEDICARE &
MEDICAID
SERVS.,
https://www.cms.gov/cciio/resources/files/downloads/ehb-faq-508.pdf
[https://perma.cc/2KGH-EN6V].
207. See Mari Edlin, Formulary Drug Exclusions on the Rise: What Health Execs Should Know,
MANAGED
HEALTHCARE
EXEC.
(Aug.
2,
2018),
https://www.managedhealthcareexecutive.com/view/formulary-drug-exclusions-rise-what-health-execsshould-know [https://perma.cc/V589-H647].
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including highly specialized drugs and drugs for the treatment of rare
diseases, which were previously “seen as too sensitive and
individualized to be managed by something as blunt as an
exclusion.”208 One review found that the majority of exclusion policies
reduced costs without negatively impacting patients, but about a
quarter of the policies surveyed led to clinically worse results.209
For now, CEA does not appear to be the primary consideration
driving formulary exclusion decisions. A study of the exclusion lists
used by CVS Caremark and Express Scripts in 2016 found no
statistically significant difference between the cost per QALY of
excluded versus non-excluded drugs. 210 One reason may be that
US-ICER’s assessments of new drugs “come too late to affect initial
formulary placement,” and “[b]y the time initial formulary placement
is set, market dynamics take hold,” making it difficult to exclude drugs
already on the list.211
A notable exception is a formulary management option announced
in 2018 by CVS Caremark, which explicitly links formulary inclusion
to a drug’s cost per QALY. Under this option, which is available only
to self-insured employers, formularies can exclude any drugs with an
ICER greater than $100,000, except for drugs that were approved
under the FDA’s breakthrough therapy path. 212 One year after the
208. Matt Breese, Radar on Market Access: Express Scripts’ 2019 National Preferred Formulary,
MMIT NETWORK BLOG (Sep. 13, 2018), https://blog.mmitnetwork.com/radar-on-market-access-expressscripts-2019-national-preferred-formulary [https://perma.cc/7WRH-75JD] (statement by Jeremy Schafer,
Senior Vice President, Precision for Value); see also Andrew Cournoyer & Larry Blandford, Formulary
Exclusion Lists Create Challenges for Pharma and Payers Alike, 2 J. CLINICAL PATHWAYS 33, 33–34
(2016) (noting the exclusion of a drug to treat prostate cancer, “a disease for which there are limited
options,” and predicting an increase in exclusion “from narrow therapeutic classes with a small number
of drugs and in historically highly sensitive treatment areas, such as oncology, where utilization
management was not previously employed”).
209. See James D. Chambers, Pallavi B. Rane & Peter J. Neumann, The Impact of Formulary Drug
Exclusion Policies on Patients and Healthcare Costs, 22 AM. J. MANAGED CARE 524, 525 (2016).
210. See Joshua P. Cohen, Christelle El Khoury, Christopher-Paul Milne & Sandra M. Peters, Rising
Drug Costs Drives the Growth of Pharmacy Benefit Managers Exclusion Lists: Are Exclusion Decisions
Value-Based?, 53 HEALTH SERVS. RSCH. 2758, 2767 (2018).
211. MIKE EPSTEIN & APOORVA AMBAVANE, VALUE FRAMEWORKS: WILL THEY WORK IN THE U.S.?
WHAT
ARE
STAKEHOLDERS
SAYING?
(2017),
https://www.evidera.com/wpcontent/uploads/2017/11/Value-Frameworks-Will-They-Work-in-the-US.pdf [https://perma.cc/K8DUMGKG].
212. See Robert W. Dubois, CVS to Restrict Patient Access Using Cost-Effectiveness: Too Much, Too
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option was released the plan had “seen few takers,” but it is not clear
if this was due to opposition to the concept or the fact that the option
was not widely advertised.213
Although CEA has had only a limited impact on formulary
exclusion decisions, it plays a greater role in decisions about the use
of utilization management tools. According to one survey, nearly 60%
of payers rely on US-ICER reports to inform decisions about the use
of prior authorization or step therapy requirements, or to inform the
choice of a preferred product within a therapeutic class.214 In addition,
some plans link patient cost-sharing obligations to CEA information.
An example is the formulary developed by Premera Blue Cross for its
own employees and dependents, which ties the amount of copayments
to specific ICER thresholds. 215 A review of the Premera plan found
that it reduced overall medication expenditures with “no significant
decline in medication use or adherence to treatment” for diabetes,
hypertension, or high cholesterol.216

Soon,
HEALTH
AFFS.
(Sep.
17,
2018),
https://www.healthaffairs.org/do/10.1377/forefront.20180913.889578/full/
[https://perma.cc/ZM3ZTD5J].
213. Joshua Cohen, U.S. Sponsors of Health Insurance Lack Evidence-Based Transparency in
Formulary
Decisions,
FORBES
(Nov.
3,
2019,
10:02
AM),
https://www.forbes.com/sites/joshuacohen/2019/11/03/us-sponsors-of-health-insurance-lack-evidencebased-transparency-in-formulary-decisions/?sh=7f60ca8d6a4c [https://perma.cc/47Z6-UNW9].
214. See Jenny Lee & Eric Latch, Trends in Payer Reliance on ICER Assessments, PHARMEXEC.COM
(Nov.
13,
2019),
https://www.pharmexec.com/view/trends-payer-reliance-icer-assessments
[https://perma.cc/XQ7X-JPZ2].
215. See Sean D. Sullivan, Kai Yeung, Carol Vogeler, Scott D. Ramsey, Edward Wong, Chad O.
Murphy, Dan Danielson, David L. Veenstra et al., Design, Implementation, and First-Year Outcomes of
a Value-Based Drug Formulary, 21 J. MANAGED CARE & SPECIALTY PHARMACY 269, 269–70 (2015).
The plan divides drugs into four tiers. See id. at 270 tbl.2. For “typical” drugs, tier 1 includes drugs that
are cost saving or that have ICERS below $10,000; tier 2 includes drugs with ICERs between $10,000
and $50,000; tier 3 includes drugs with ICERs between $50,000 and $150,000; and tier 4 includes drugs
with ICERs greater than $150,000 or with insufficient evidence to determine an ICER. Id. The plan
provides for higher ICER levels in each tier for “drugs used for rare medical conditions that lack[]
effective treatment options.” Id. at 270. Premera’s approach is consistent with the concept of “value-based
insurance.” See A. Mark Fendrick & Michael E. Chernew, Value-Based Insurance Design: A “Clinically
Sensitive” Approach to Preserve Quality of Care and Contain Costs, 12 AM. J. MANAGED CARE 18, 19
(2006) (proposing “a system of cost sharing that tailors copayments at the point of service to the
evidence-based value of specific services for targeted groups of patients”); see also Michael E. Chernew,
Allison B. Rosen & A. Mark Fendrick, Value-Based Insurance Design, 26 HEALTH AFFS. w195, w195
(2007) (explaining that value-based insurance “encourages the use of services when the clinical benefits
exceed the cost and likewise discourages the use of services when the benefits do not justify the cost”).
216. Sullivan et al., supra note 215, at 269.
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Plans also rely on US-ICER assessments in price negotiations with
manufacturers.217 For example, in 2018, the manufacturer of the drug
alirocumab agreed to charge Express Scripts a net price consistent with
US-ICER’s value-based benchmark in exchange for the drug’s
placement as the drug’s exclusive PCSK9 inhibitor on Express Script’s
formulary.218 In other cases, manufacturers have reduced their prices
to make them fit within US-ICER’s recommended thresholds. 219
Recognizing payers’ increasing emphasis on cost-per-QALY
information, some companies have adopted prices in line with
US-ICER assessments at the point of market entry.220
No state has yet enacted legislation limiting the use of QALYs in
privately funded health insurance. Proposals to prohibit the use of
QALYs by private insurers have been introduced in Connecticut 221
and Massachusetts.222 Even if those proposals are enacted, however,
federal law would prevent them from being applied to self-insured
health plans.223
IV. PITFALLS OF COST-EFFECTIVENESS ANALYSIS AS A MEASURE OF
VALUE
Incorporating CEA into decisions about medication coverage can
contribute to a more rational health system by prioritizing the use of
drugs that provide more additional benefits for each new dollar spent.
However, CEA also suffers from several significant limitations.
Although some of these limitations could potentially be remedied

217. See Lee & Latch, supra note 214.
218. See ICER’s Growing Influence on Payer Decision Making: The Impact of ICER Assessments on
Market Dynamics and Patient Access, XCENDA (Nov. 2, 2020), https://www.xcenda.com/insights/htaqwinter-2020-icer-payer-decision-making [https://perma.cc/T3CB-6VHJ].
219. See Lee & Latch, supra note 214.
220. See Anna Kaltenboeck & Peter B. Bach, Value-Based Pricing for Drugs: Theme and Variations,
319 JAMA 2165, 2165 (2018) (noting that, in 2017, Regeneron became the first company to publicly
adopt value-based pricing at market entry with the pricing of its drug dupilumab in line with an analysis
by ICER).
221. H.B. 5861, 2019 Sess. (Conn. 2019).
222. H. 1088, 191st Gen. Ct., Reg. Sess. (Mass 2019).
223. See Edlin, supra note 207.
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without fundamental changes to the process, others reflect deeper
flaws in the premises on which CEA rests.
A. The Myth That All QALYs Are Equal
Most forms of CEA rest on the assumption that all health-related
gains are equivalent, regardless of how they are distributed. For
example, a given quantity of health gains is presumed to have the same
value regardless of the circumstances of the persons who experience
them. Similarly, it makes no difference whether the gains consist of
large improvements divided among a small number of people or tiny
improvements spread over a much larger group.
For many people, however, the way that health benefits are
distributed makes a great deal of difference. 224 For example, health
gains are often perceived as more valuable for persons who start out in
a worse-off position than for people who are already in a position of
relatively good health.225 This attitude is consistent with the belief that
health gains should be distributed in a way that minimizes large health
disparities.226
Similarly, health gains are often perceived differently depending on
how many people share in the benefits. Overall, there is some evidence
that people tend to prefer gains to be distributed over larger
populations, but they will deviate from this preference when spreading
out the gains would provide a benefit that is “too small for each
224. See Darius N. Lakdawalla, Jalpa A. Doshi, Louis P. Garrison Jr., Charles E. Phelps, Anirban Basu
& Patricia M. Danzon, Defining Elements of Value in Health Care—A Health Economics Approach: An
ISPOR Special Task Force Report, 21 VALUE HEALTH 131, 136 (2018) (“There exists considerable
evidence that people care about equity and more generally about the well-being of others in the context
of health care.”).
225. Id. at 135 (suggesting that “a gain in quality of life from (say) 0.3 to 0.5 on the scale is worth more
than a gain from 0.5 to 0.7”); see also Gillian D. Sanders, Peter J. Neumann, Anirban Basu, Dan W. Brock,
David Feeny, Murray Krahn, Karen M. Kuntz, David O. Meltzer et al., Recommendations for Conduct,
Methodological Practices, and Reporting of Cost-Effectiveness Analyses: Second Panel on
Cost-Effectiveness in Health and Medicine, 316 JAMA 1093, 1101 (2016) (“[S]ome have argued that
treating those who initially experience highly impaired health is more valuable than treating those with
good baseline health.”).
226. See Dan W. Brock, Ethical Issues in the Use of Cost-Effectiveness Analysis for the Prioritization
of Health Care Resources, in WORLD HEALTH ORG., MAKING CHOICES IN H EALTH: WHO GUIDE TO
COST-EFFECTIVENESS ANALYSIS 289, 302, 310 (T. Tan-Torres Edejer, R. Baltussen, T. Adam, R.
Hutubessy, A. Acharya, D.B. Evans & C.J.L. Murray eds., 2003).
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recipient to appreciate.”227 In addition, many people oppose the idea
of trading life-saving gains for quality-of-life benefits, even when the
quality-of-life improvements would affect many more people. 228 For
example, Oregon’s 1989 Medicaid reform proposal ranked life-saving
surgery for appendectomy below capping teeth for exposed pulp,
based on the expected QALY gains for each intervention over the
entire population. 229 This outcome “was highly counterintuitive and
unacceptable to most people” and helped contribute to the proposal’s
ultimate demise.230
Of course, there is not always consensus on the factors that should
be considered in evaluating a particular distribution of health benefits.
For example, NICE’s decision to create higher ICER thresholds for
end-of-life treatments231 was based on the premise that society places
greater value on extending the life of people who are closer to death. 232
Some critics, however, claim that “there is little evidence to support
this assumption” 233 and that the policy “privileged the identified
beneficiaries of treatment over those bearing the opportunity cost.”234
Another area of controversy concerns treatments for rare diseases,
which often have fewer existing treatment options than more common
disorders. Some people argue that society should be willing to support
227. Jan Abel Olsen, A Note on Eliciting Distributive Preferences for Health, 19 J. HEALTH ECON. 541,
544 (2000).
228. See Marthe R. Gold, David Stevenson, & Dennis G. Fryback, HALYs and QALYs and DALYs, Oh
My: Similarities and Differences in Summary Measures of Population Health, 23 ANN. REV. PUB.
HEALTH 115, 129 (2002) (noting the criticism “that failure to treat life-saving interventions as
conceptually distinct from health-improving interventions is at odds with how society views life and death
medical decisions”).
229. Brock, supra note 226, at 303–04.
230. Id. at 304.
231. See supra text accompanying note 91.
232. See Marissa Collins & Nicholas Latimer, NICE’s End of Life Criteria: Who Gains, Who Loses?,
346 BMJ 22, 22 (2013).
233. Id. Research on public attitudes in the United Kingdom about NICE’s prioritization of end-of-life
treatment have produced inconsistent results. See Donna Rowen, John Brazier, Clara Mukuria, Anju
Keetharuth, Arne Risa Hole, Aki Tsuchiya, Sophie Whyte & Phil Shackley, Eliciting Societal Preferences
for Weighting QALYs for Burden of Illness and End of Life, 36 MED. DECISION MAKING 210, 219 (2016)
(finding that survey respondents expressed a preference for prioritizing end-of-life treatments but noting
other studies that reached opposite results).
234. Mike Paulden, James F. O’Mahony, Anthony J. Culyer & Christopher McCabe, Some
Inconsistencies in NICE’s Consideration of Social Values, 32 PHARMACOECONOMICS 1043, 1051 (2014);
see also Fleck, supra note 74, at 276 (criticizing NICE’s deviation from its normal cost-effectiveness
thresholds for end-of-life treatments).
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higher ICERs for treating rare diseases because “[individuals] value
ensuring that treatments are distributed equitably across patients and
diseases, rather than ensuring that total health within society is
maximized.”235 This perspective is reflected in NICE’s use of higher
ICER thresholds for highly specialized technologies.236 However, as
noted above, US-ICER has explicitly rejected this approach.237
Although there is not always a consensus on exactly how health
benefits should be distributed, most people seem to agree that
distributional issues are relevant factors to consider in assessing the
value of medications. Yet even though both NICE and US-ICER
acknowledge the relevance of distributional considerations to their
value assessments,238 the extent to which these factors are incorporated
into decisions is difficult to determine. Moreover, in US-ICER’s
assessments, distributional considerations have no impact on the
bottom-line judgment about drugs’ “value-based price benchmarks,”
which are based exclusively on cost-per-QALY (or cost-per-evLYG)
considerations.239
B. The Impact of QALY-Based Cost-Effectiveness Analysis on
People with Disabilities
Many of the strongest objections to the use of CEA in health care
relate to its potential to discriminate on the basis of disability. The
ACA’s limits on the use of CEA, discussed above, are explicitly based
on the concern that CEA could devalue the lives of people with

235. Anupam B. Jena & Darius N. Lakdawalla, Value Frameworks for Rare Diseases: Should They Be
Different?,
HEALTH
AFFS.
(Apr.
12,
2017),
https://www.healthaffairs.org/do/10.1377/forefront.20170412.059563/full/
[https://perma.cc/U28R6PGV]; see also Lakdawalla et al., supra note 224, at 137 (“[O]ne might argue that patients unlucky
enough to suffer from rare, untreated illnesses are being treated inequitably, compared with their peers,
who happen to suffer from treatable conditions.”).
236. See supra text accompanying note 93.
237. See supra text accompanying note 141; see also Govind Persad, Pricing Drugs Fairly, 62 WM. &
MARY L. REV. 929, 965 (2021) (arguing against “valu[ing] benefits for rare disease patients more highly
than benefits for those with more common diseases”); Niklas Juth, For the Sake of Justice: Should We
Prioritize Rare Diseases?, 25 HEALTH CARE ANALYSIS 1, 18 (2017) (rejecting arguments for raising
cost-effectiveness thresholds for rare disease treatments).
238. See supra text accompanying notes 91, 96, 99, & 148–153.
239. See supra text accompanying note 140.
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disabilities. 240 Similar concerns led to the Bush Administration’s
rejection of Oregon’s proposed use of QALYs in its Medicaid
program.241
There is no question that, in some situations, QALY-based CEA
works to the detriment of persons with disabilities. Because disabilities
involve limitations on functioning that can diminish quality of life, a
year living with a disability will necessarily have a lower utility value
than a year living in a state of perfect health. As a result, even when
treating a patient with a disability will provide as many additional
years of life as it would for a patient without a disability, the value of
those additional years will be reduced as long as the disability persists.
In this way, “[c]ost-per-QALY calculations inherently privilege
treatments that extend the lives of those who can be restored to perfect
health, and disadvantage the many who seek life-extending treatments
despite having a disability or chronic condition that is not curable.”242
This problem is exacerbated by the fact that QALYs are typically
calculated by using health state valuation exercises conducted by the
general population, who tend to place lower values on living in states
of less-than-perfect health than people actually experiencing those
conditions.243 The rationale for relying on assessments by the general
population is that CEA is designed to inform the use of
population-level resources (whether that means a country’s entire
population or the population of individuals covered by a particular

240. See 42 U.S.C. § 1320e-1(e) (“The Patient-Centered Outcomes Research Institute established under
section 1320e(b)(1) of this title shall not develop or employ a dollars-per-quality adjusted life year (or
similar measure that discounts the value of a life because of an individual’s disability) as a threshold to
establish what type of health care is cost[-]effective or recommended.”).
241. See supra text accompanying note 194.
242. Ari Ne’eman, Formulary Restrictions Devalue and Endanger the Lives of Disabled People,
HEALTH AFFS. (Oct. 29, 2018), https://www.healthaffairs.org/do/10.1377/forefront.20181025.42661/
[https://perma.cc/5YWZ-7HG5]; see also Erik Nord, Norman Daniels & Mark Kamlet, QALYs: Some
Challenges, 12 VALUE HEALTH S10, S11 (Supp. I 2009) (arguing that the fact that QALYs devalue
life-years of persons who are chronically ill or disabled “conflicts with the idea of an equal right to
protection of life by all, irrespective of their health condition, as long as they themselves have the desire
to live”).
243. This discrepancy is thought to reflect the fact that individuals tend to adapt to health-related
limitations better than people without those conditions might expect. See Peter A. Ubel, George
Loewenstein, Norbert Schwarz & Dylan Smith, Misimagining the Unimaginable: The Disability Paradox
and Health Care Decision Making, 24 HEALTH PYSCH. S57, S60 (Supp. 2005).
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health insurance plan).244 But a consequence of this practice is that it
results in the systematic undervaluation of life years spent in
less-than-perfect health states.245
That being said, basing health utility valuations on the attitudes of
persons living with disabilities would also raise problems. Because
people with disabilities place relatively high valuations on their
existing quality of life, basing QALY assessments on the attitudes of
people with disabilities would necessarily mean that treatments to
mitigate the functional impairments associated with disabilities would
generate fewer QALYs than if quality-of-life assessments were made
by members of the general population.246 That seems unfair; the fact
that people with disabilities are able to adapt to the existence of
health-related impairments should not be used to undermine the value
of removing those impairments when it is possible to do so.247 This
dilemma points out a larger problem with QALYs, sometimes referred
to as the “QALY trap”—that is, QALYs are incapable of valuing
efforts to extend the lives of persons with health-related impairments

244. See INST. FOR CLINICAL & ECON. REV., ICER’S REFERENCE CASE FOR ECONOMIC EVALUATIONS:
PRINCIPLES
AND
RATIONALE
15
(2020),
https://icer.org/wpcontent/uploads/2020/10/ICER_Reference_Case_013120.pdf [https://perma.cc/9Z29-SMLK] (stating
that “measures of health state preferences (utility) should reflect those of the general US population, as
ICER models primarily inform decisions at the population level (e.g., payer or health system formulary
decisions) that involve individuals both with and without the condition of focus”). Although most entities
that conduct CEA of medicines follow this practice, there are some exceptions. See Nancy J. Devlin &
Paula K. Lorgelly, QALYs as a Measure of Value in Cancer, 11 J. CANCER POL’Y 19, 21 (2017) (noting
that health utility preferences in Sweden are determined “based on the experience of poor health”).
245. Cf. Jerome Bickenbach, Disability and Health Care Rationing, in STANFORD ENCYCLOPEDIA OF
PHILOSOPHY 1, 15 (Spring 2021 ed. 2016) (observing that “if the general public is laboring under a general
prejudice about what it means to live with a disability, then they will be more easily persuaded that
disability is an additional cost, or limits the benefit received (or both)”).
246. See Ne’eman, supra note 242 (“If people with disabilities choose to value their lives as equally
worthy of life-sustaining care to that of non-disabled people, the QALY framework then is less likely to
recommend coverage of drugs and other medical interventions that address functional impairment or
otherwise mitigate the negative aspects of a condition.”).
247. See Greg Bognar, QALYs, DALYs, and Their Critics, in THE ROUTLEDGE COMPANION TO
BIOETHICS 44, 44, 50 (John D. Arras, Elizabeth Fenton & Rebecca Kukla eds., 2015) (“It would be
problematic if health outcomes and health conditions were considered less bad just because patients
become resigned to the limitations imposed by them.”); Brock, supra note 226, at 294 (“The fact that
victims are sufficiently oppressed that they accept an injustice as natural and cope with it by reducing
their expectations and adjusting their life plans should not make its effects less serious, as measures of
[health-related quality of life] with a subjective satisfaction or distress component would imply.”).
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without devaluing interventions that could improve those persons’
existing quality of life.248
To some extent, concerns about the impact of QALYs on people
with disabilities are less pronounced in assessments of medicines than
in other resource-allocation decisions because they are not made with
respect to individual patients in isolation. Instead, the QALYs added
by a new medication are determined by considering the average
improvements in quality and length of life in the drug’s target
population. 249 Once that assessment is made, it would apply to any
patient using the drug for the same indication, including those who
might have unrelated disabilities that affect their post-treatment quality
of life.250
However, QALY-based evaluations of medicines could
disadvantage people with disabilities when they are applied to
medications used exclusively or primarily by persons with disabilities,
such as drugs that extend the life expectancy of patients with
conditions like hemophilia or muscular dystrophy. Even if these
medications extend patients’ lives by the same amount of time as other
medications used by patients who do not have disabilities, the QALY
gains associated with them will be lower because patients’ underlying
disabilities will reduce the value attributed to their additional years
alive. As a result, at any given price level, the ICER scores for these
drugs will be higher than drugs that provide equivalent life-extending
benefits for patients without disabilities, making it more likely that
their cost will be viewed as unreasonable. Payers are therefore more
likely to consider excluding these drugs from their formularies or
imposing utilization management tools like prior authorization
requirements or higher cost sharing obligations.

248. See, e.g., Tyler M. John, Joseph Millum & David Wasserman, How to Allocate Scarce Health
Resources Without Discriminating Against People with Disabilities, 33 ECON. & PHIL. 161, 161 (2017).
249. See Rai, supra note 22, at 1050.
250. See id. By contrast, when QALYs are used to prioritize individual candidates for access to
treatment, the presence of an unrelated disability could result in a lower priority score. See, e.g., id. at
1080 (criticizing the use of QALY-based allocation frameworks to deny medical interventions to a patient
“because she had an unrelated disability that necessarily caused her to achieve a smaller QALY gain from
that intervention than a person without that disability”).
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In some cases, using QALY-based assessments in this manner could
potentially violate the Americans with Disabilities Act (ADA), which
prohibits disability discrimination in employee benefit plans, including
health insurance.251 Although the ADA does not prohibit plans from
limiting or excluding coverage for the treatment of particular
disabilities,252 any such limits or exclusions must be “based on sound
actuarial principles or . . . related to actual or reasonably anticipated
experience” 253 and may not be used as a “subterfuge” to evade the
purposes of the statute. 254 In the scenario presented above, payers
would not be excluding or limiting coverage for drugs because they
cost too much—a legitimate actuarial consideration 255—but because
they are relying on a methodology premised on the view that extending
the lives of patients with disabilities is inherently less valuable. This
view represents precisely the kind of prejudice that the ADA was
designed to eliminate.
Beyond the ADA, some health insurance coverage decisions are
subject to the antidiscrimination provisions in § 1557 of the ACA,
which, among other things, prohibits discrimination on the basis of
disability by private insurance plans sold through the health care

251. See EQUAL EMP. OPPORTUNITY COMM’N, COMPLIANCE MANUAL: SECTION 3: EMPLOYEE
BENEFITS
(2000),
https://www.eeoc.gov/laws/guidance/section-3-employeebenefits#B.%20Health%20Insurance [https://perma.cc/9J5R-58D6] (“If the unequal benefits provided to
a qualified employee with a disability are based on disability, the benefit plan will be unlawful unless the
employer can show that the disability-based distinction is not a ‘subterfuge’ to evade the purposes of the
ADA.”).
252. See Valarie K. Blake, Restoring Civil Rights to the Disabled in Health Insurance, 95 NEB. L. REV.
1071, 1100 (2017) (noting that “if the plaintiff already has access to the benefit and the challenge has to
do with whether the benefit itself is adequate, for example the disabled person requires more or different
benefits, then the claim will fail”).
253. EQUAL EMP. OPPORTUNITY COMM’N, COMPLIANCE MANUAL: SECTION 3: EMPLOYEE BENEFITS,
supra note 251.
254. 42 U.S.C. § 12201(c).
255. In the context of health insurance, “actuarial soundness” typically means that a plan has the funds
it needs to pay its future obligations. See, e.g., 42 C.F.R. § 438.4(a) (2020) (defining “[a]ctuarially sound
capitation rates” for purposes of Medicaid managed care programs as rates that “are projected to provide
for all reasonable, appropriate, and attainable costs . . . for the time period and the population covered
under the terms of the contract”).
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exchanges.256 In a 2020 decision,257 the Ninth Circuit observed that the
ACA goes beyond other disability discrimination statutes by
“impos[ing] an affirmative obligation not to discriminate in the
provision of health care—in particular, to consider the needs of
disabled people and not design plan benefits in ways that discriminate
against them.” 258 In some situations, the court observed,
discrimination could consist of denying coverage for treatments
needed exclusively by patients with disabilities. 259 Although the
opinion suggests that “a high cost-to-benefit ratio” 260 might be a
reasonable basis for excluding coverage of particular treatments, such
an analysis would presumably need to be based on a definition of
“benefit” that does not distinguish between the value of patients’ lives
based on the presence or absence of a disability.
C. The Relationship between Cost-Effectiveness Analysis and
Structural Racism
The impact of structural racism on health status and outcomes is
now widely acknowledged. 261 Because of the pervasive legacy of
racism, people of color have higher rates of chronic and
life-threatening diseases, and a significantly lower life expectancy,

256. See 42 U.S.C. § 18116(a); see also Section 1557 of the Patient Protection and Affordable Care
Act, U.S. DEP’T OF HEALTH & HUM. SERVS., https://www.hhs.gov/civil-rights/for-individuals/section1557/index.html [https://perma.cc/8G5P-FN4W] (Oct. 27, 2021) (noting that § 1557 applies to plans sold
on the health care exchanges).
257. Schmitt v. Kaiser Found. Health Plan, 965 F.3d 945 (9th Cir. 2020).
258. Id. at 955. In a subsequent case, the Ninth Circuit also suggested that regulations promulgated
pursuant to the ACA required a more expansive interpretation of the Rehabilitation Act’s requirement for
covered health plans to provide “meaningful access” to the benefits provided. See Doe v. CVS Pharmacy,
Inc., 982 F.3d 1204, 1211 (9th Cir. 2020) (suggesting that utilization management rules that allegedly
“prevent[ed] HIV/AIDS patients from obtaining the same quality of pharmaceutical care that
non-HIV/AIDS patients may obtain” could potentially be a violation of the meaningful access
requirement).
259. Schmitt, 965 F.3d at 949 (concluding that “a categorical exclusion of treatment for hearing loss
would raise an inference of discrimination against hearing disabled people”).
260. Id. at 958.
261. See Ruqaiijah Yearby, Racial Disparities in Health Status and Access to Healthcare: The
Continuation of Inequality in the United States Due to Structural Racism, 77 AM . J. ECON. & SOCIO. 1113,
1113 (2018).
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than the overall population. 262 A prime example of this phenomenon
is sickle cell disease (SCD), a group of inherited red blood cell
disorders that, in the United States, predominantly affects individuals
of African descent. 263 SCD is characterized by debilitating symptoms
that start at a young age and worsen over time. 264 The average life
expectancy for persons with SCD is fifty-four years. 265 On a
per-patient basis, funding devoted to research on SCD is a small
fraction of the amount devoted to comparable disorders that do not
predominantly affect minorities. 266
In 2017, the FDA approved the drug Endari (L-glutamine) for SCD
patients five years and older, the first new drug for SCD in almost
twenty years. 267 Two years later, it approved two additional drugs:
Adakveo (crizanlizumab-tmca)268 and Oxbryta (voxelotor).269 Almost

262. See Kenneth E. Thorpe, Kathy Ko Chin, Yanira Cruz, Marjorie A. Innocent & Lillian Singh, The
United States Can Reduce Socioeconomic Disparities by Focusing on Chronic Diseases, HEALTH AFFS.
(Aug. 17, 2017),
https://www.healthaffairs.org/do/10.1377/forefront.20170817.061561/listitem/
[https://perma.cc/TPB3-3DLZ] (noting that people of color have higher rates of diabetes, obesity, stroke,
heart disease and cancer than White people); Rosemary Carlson, The Racial Life Expectancy Gap in the
U.S., THE BALANCE (Mar. 8, 2019) (reporting that the average life expectancy for Whites is 79.12 years,
but only 75.54 years for African Americans).
263. See Sickle Cell Disease (SCD): Data & Statistics, CTRS. FOR DISEASE CONTROL & PREVENTION,
https://www.cdc.gov/ncbddd/sicklecell/data.html [https://perma.cc/D58F-S2NN] (Dec. 16, 2020).
264. See Sickle Cell Disease (SCD): What Is Sickle Cell Disease?, CTRS. FOR DISEASE CONTROL &
PREVENTION, https://www.cdc.gov/ncbddd/sicklecell/facts.html [https://perma.cc/AAP3-5SAR] (Dec.
14, 2020).
265. Deborah Lubeck, Irene Agodoa, Nickhill Bhakta, Mark Danese, Kartik Pappu, Robin Howard,
Michelle Gleeson, Marc Halperin et al., Estimated Life Expectancy and Income of Patients with Sickle
Cell Disease Compared with Those Without Sickle Cell Disease, JAMA NETWORK OPEN, Nov. 15, 2019,
at 1, 6, https://jamanetwork.com/journals/jamanetworkopen/fullarticle/2755485 [https://perma.cc/4A6J8QGM].
266. See Alexandra Power-Hays & Patrick T. McGann, When Actions Speak Louder Than
Words—Racism and Sickle Cell Disease, 383 NEW ENG. J. MED. 1902, 1902 (2020) (noting that cystic
fibrosis, a comparable disease in terms of morbidity and mortality, receives seven to eleven times the
amount of research funding as SCD on a per-patient basis).
267. News Release, FDA, FDA Approves New Treatment for Sickle Cell Disease (July 7, 2017),
https://www.fda.gov/news-events/press-announcements/fda-approves-new-treatment-sickle-cell-disease
[https://perma.cc/XB3R-S6P6].
268. FDA Approves Crizanlizumab-TMCA for Sickle Cell Disease, FDA (Nov. 15, 2019),
https://www.fda.gov/drugs/resources-information-approved-drugs/fda-approves-crizanlizumab-tmcasickle-cell-disease [https://perma.cc/X8ZV-PYPK].
269. News Release, FDA, FDA Approves Novel Treatment to Target Abnormality in Sickle Cell
Disease (Nov. 25, 2019), https://www.fda.gov/news-events/press-announcements/fda-approves-noveltreatment-target-abnormality-sickle-cell-disease [https://perma.cc/74VB-2J4S].
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immediately, concerns were raised about the high costs of these
medicines.270
US-ICER issued a preliminary assessment of the costs and benefits
of these drugs in 2020.271 It found that the drugs showed the potential
to reduce pain crises and hospitalizations and to add between two to
four years of life for SCD patients, which “could potentially reduce the
gap in life expectancy between [B]lack and [W]hite Americans and
between the poor and rich in the US.”272 In addition, it noted that the
medications “are the first in several decades to advance care for
patients in a community that has been historically disadvantaged in
many ways.” 273 It concluded, however, that to meet its usual
value-price benchmarks,274 the prices of the medications would need
to be reduced by up to 93%.275
US-ICER’s analysis of high-cost SCD medications highlights some
of the problems with relying on CEA to evaluate medicines that
disproportionately benefit racial minorities. As discussed above, an
inherent limitation of conventional forms of CEA is that they consider
only the total amount of health gains produced by an intervention,
without reference to how those benefits are distributed.276 However,
new medications for diseases that have historically been ignored due

270. Gina Kolata, Two New Drugs Help Relieve Sickle-Cell Disease. But Who Will Pay?, N.Y. TIMES,
https://www.nytimes.com/2019/12/07/health/sickle-cell-adakveo-oxbryta.html [https://perma.cc/GD7LLK6A] (Dec. 9, 2019) (noting that Adakveo and Oxbryta were priced at around $100,000 per year and
would need to be taken for life).
271. See generally INST. FOR CLINICAL & ECON. REV., CRIZANLIZUMAB, VOXELOTOR, AND
L-GLUTAMINE FOR SICKLE CELL DISEASE: EFFECTIVENESS AND VALUE (2020) [hereinafter ICER SCD
ASSESSMENT],
https://icer.org/wp-content/uploads/2021/02/ICER_SCD_Evidence-Report_031220FOR-PUBLICATION.pdf [https://perma.cc/9BCD-LXS7].
272. Id. at 115.
273. Press Release, Inst. for Clinical & Econ. Rev. (ICER), ICER Releases Evidence Report on
Treatments for Sickle Cell Disease (Mar. 12, 2020), https://icer.org/news-insights/pressreleases/scd_evidence_report/ [https://perma.cc/9RFM-QQKR].
274. See ICER SCD ASSESSMENT, supra note 271, at 118–20. US-ICER calculated its value-based price
benchmark using four different metrics: $100,000–$150,000 cost per QALY using a health care sector
perspective; $100,000–$150,000 cost per evLYG using a health care sector perspective;
$100,000–$150,000 cost per QALY using a modified societal perspective; and $100,000–$150,000 cost
per evLYG using a modified societal perspective. Id. The value-based price recommendations were lowest
using the cost-per-QALY metric from a health care sector perspective and highest using the
cost-per-evLYG metric from a modified societal perspective. Id.
275. Id. at 118.
276. See supra Part IV.A.
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to structural racism can be seen as having an additional value to the
extent that they help undo the injustice of past discrimination.
US-ICER seemed to recognize this fact when it suggested that
policymakers should “consider the broader clinical and social context
when translating evidence into pricing and coverage.”277 Nonetheless,
its price benchmarks are likely to create an anchoring effect, leading
payers to determine that, barring substantial discounts, the benefits of
the medications are not worth the cost.
The use of CEA is particularly problematic when the drugs’ benefits
are calculated using QALY-based formulas. As discussed above
regarding disabilities, QALY assessments systematically disadvantage
members of populations that are more likely to have conditions that
limit health-related quality of life because those limitations will reduce
the value attributed to a treatment’s life-extending benefits. This is a
problem for medications that will be primarily used in minority
communities because of the many ways that structural racism prevents
minority patients from achieving the same level of health as the
population at large.278 US-ICER noted many of these problems in its
analysis of SCD treatments. For example, it pointed out that “[r]acial
bias and treatment disparities are glaringly obvious in the dispensing
of analgesics for patients with SCD,” 279 and that, as a result of
structural racism, “SCD education and awareness among clinicians,
even among hematologists, is severely lacking.” 280 These and other
factors are likely to limit the quality-of-life benefits that SCD patients
are able to experience, thereby reducing the value attributed to any
additional life years the medications provide. 281
Using QALY-based CEA to limit coverage for medications
primarily used by minority populations could potentially violate
federal laws against racial discrimination in health insurance. The
strongest potential claim would be under the antidiscrimination
277. See Press Release, Inst. for Clinical & Econ. Rev. (ICER), supra note 273.
278. See supra text accompanying notes 262–263.
279. See ICER SCD ASSESSMENT, supra note 271, at 13.
280. Id. at 14.
281. The use of evLYG does not fully eliminate the problem, as the evLYG ignores quality-of-life
improvements, thereby understating the medications’ overall added value. See infra text accompanying
note 321.
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provisions in § 1557 of the ACA, which incorporates the prohibition
on racial discrimination found in Title VI of the 1964 Civil Rights
Act.282 The argument would be that QALY-based CEA has a disparate
impact on medications disproportionately used by racial minorities
because systemic racism prevents minority patients from achieving the
same quality-of-life gains as the overall population, and there is no
legitimate business justification for insurers to use this metric as
opposed to an alternative measure of value. 283
However, such a claim would face significant hurdles. In the 2001
case of Alexander v. Sandoval, the Supreme Court held that Title VI
does not create a private right of action for race discrimination claims
based on disparate impact theories. 284 A regulation promulgated in
2016 created a temporary workaround to this limitation by interpreting
§ 1557 of the ACA to allow for disparate impact claims based on any
of the enumerated classes in the statute, including race, but that
regulation was eliminated in 2020.285 Unless the regulation is restored,
the only avenue for bringing a disparate impact claim would be an
action brought by DHHS itself, which seems unlikely given the
agency’s limited resources.286
D. An Overly Narrow Conception of the Potential Value of

282. 42 U.S.C. § 18116(a).
283. See Dep’ts of Just. & Health & Hum. Servs., Applying Title VI of the Civil Rights Act of 1964,
ABA
(Nov.
1,
2016),
https://www.americanbar.org/groups/public_interest/child_law/resources/child_law_practiceonline/child
_law_practice/vol-35/november-2016/applying-title-vi-of-the-civil-rights-act-of-1964/
[https://perma.cc/ESM7-P3VS] (“To prove a disparate impact claim under Title VI, a complainant must
initially show that a facially neutral practice has a racially disproportionate effect. The burden then shifts
to the recipient to prove a substantial legitimate justification for the practice.”).
284. Alexander v. Sandoval, 532 U.S. 275, 293 (2001).
285. See MaryBeth Musumeci, Jennifer Kates, Lindsey Dawson, Alina Salganicoff, Laurie Sobel &
Samantha Artiga, The Trump Administration’s Final Rule on Section 1557 Non-Discrimination
Regulations Under the ACA and Current Status, KAISER FAM. FOUND. (Sep. 18, 2020),
https://www.kff.org/racial-equity-and-health-policy/issue-brief/the-trump-administrations-final-rule-onsection-1557-non-discrimination-regulations-under-the-aca-and-current-status/ [https://perma.cc/392KQ48U] (noting that “HHS eliminated provisions that recognize the right of private individuals and entities
to file lawsuits in federal court to challenge alleged violations of Section 1557”).
286. See Amitabh Chandra, Michael Frakes & Anup Malani, Challenges to Reducing Discrimination
and Health Inequity Through Existing Civil Rights Laws, 36 HEALTH AFFS. 1041, 1044 (2017) (noting
that “the Office of Civil Rights is notoriously under[-]resourced and can pursue only a fraction of cases”).
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Medicines
Most entities that conduct CEA of medicines define benefits
primarily in terms of survival gains or quality of life improvements.
However, these are not the only aspects of treatment that patients
consider important. For example, patients may place greater value on
medicines that are more convenient to take or that require less frequent
monitoring by health care professionals. 287 In addition to being
valuable in their own right, these factors can increase the likelihood
that patients will adhere to a medication, thereby enhancing the
treatment’s overall effectiveness.288
Medications for some diseases can also provide benefits to patients’
family members or other uncompensated caregivers. For example, the
majority of care provided to many patients with dementia is delivered
by uncompensated caregivers,289 who often experience both economic
burdens and negative impacts on their own quality of life.290 Yet nearly
a third of published economic analyses of dementia treatment do not
consider reduction of caregiving burdens as a relevant factor.291 Those
that do consider impacts on caregivers generally limit their focus to
estimates of the time costs incurred by the primary caregiver.292 Other
caregiving burdens, including out-of-pocket spending and the impact
on caregivers’ health-related quality of life, have generally been

287. See Devlin & Lorgelly, supra note 244, at 23.
288. See Fernando Antoñanzas, Robert Terkola & Maarten Postma, The Value of Medicines: A Crucial
but Vague Concept, 34 PHARMACOECONOMICS 1227, 1235 (2016).
289. ALZHEIMER’S ASS’N, 2020 ALZHEIMER’S DISEASE FACTS AND FIGURES 33 (2020),
https://www.alz.org/media/Documents/alzheimers-facts-and-figures_1.pdf
[https://perma.cc/X76FVYZ3]. (“Eighty-three percent of the help provided to older adults in the United States comes from family
members, friends or other unpaid caregivers.”).
290. ALZHEIMER’S ASS’N, FACTSHEET: ALZHEIMER’S DISEASE CAREGIVERS (2020),
https://act.alz.org/site/DocServer/caregivers_fact_sheet.pdf?docID=3022
[https://perma.cc/X85YMEUD].
291. See, e.g., Pei-Jung Lin, Brittany D’Cruz, Ashley A. Leech, Peter J. Neumann, Myrlene Sanon
Aigbogun, Dorothee Oberdhan & Tara A. Lavelle, Family and Caregiver Spillover Effects in Cost-Utility
Analyses of Alzheimer’s Disease Interventions, 37 PHARMACOECONOMICS 597, 601 & tbl.1 (2019).
292. See id. at 601–602.

Published by Reading Room, 2022

55

Georgia State University Law Review, Vol. 38, Iss. 3 [2022], Art. 10

866

GEORGIA STATE UNIVERSITY LAW REVIEW

[Vol. 38:2

ignored. 293 Most economic analyses of treatments for childhood
illnesses are limited in similar ways.294
Beyond patients and caregivers, some medicines provide significant
societal benefits as a result of improvements in work productivity. For
example, a 2007 study found that absenteeism caused by migraines
results in an annual cost to U.S. employers of approximately $12
billion.295 The extent to which a new migraine medication is likely to
reduce employee absenteeism is therefore a relevant factor to consider
in evaluating its economic effects.296 The same is true for new cancer
treatments, given that the type of treatment that cancer patients receive
has a significant impact on their ability to work. 297
Proponents of what is called “expanded” CEA have identified
several additional indirect benefits of new medical treatments. 298 For
example, they argue that some innovations include potential “scientific
spillovers,” which arise when novel treatments produce knowledge
about disease areas that contributes to the development of follow-on
treatments.299 In addition, some treatments may provide an “insurance
value” to risk-averse people who may never need to use them, as a
result of “the additional peace-of-mind value” that comes with the
knowledge that they are protected from experiencing a potentially
“catastrophic health loss.”300

293. Id. at 604.
294. See Tara A. Lavelle, Brittany N. D’Cruz, Babak Mohit, Wendy J. Ungar, Lisa A. Prosser, Kate
Tsiplova, Montserrat Vera-Llonch & Pei-Jung Lin, Family Spillover Effects in Pediatric Cost-Utility
Analysis, 17 APPLIED HEALTH ECON. & HEALTH POL’Y 163, 165, 172 (2019) (finding that most economic
analyses of treatments for childhood illnesses considered the impact of treatments on caregivers’ time, but
not on direct costs borne by caregivers or caregivers’ own health).
295. Kevin Hawkins, Sara Wang & Marcia F. T. Rupnow, Indirect Cost Burden of Migraine in the
United States, 49 J. OCCUPATIONAL & ENV’T MED. 368, 372 (2007).
296. See Michael Ciarametaro, Lisabeth Buelt & Robert W. Dubois, Getting Value Right: The Case for
Indirect
Benefits,
HEALTH
AFFS.
(Mar.
19,
2020),
https://www.healthaffairs.org/do/10.1377/forefront.20200310.267867/full/
[https://perma.cc/ZT7QYD5Y].
297. See F. Munir, J. Yarker & Hilary McDermott, Employment and the Common Cancers: Correlates
of Work Ability During or Following Cancer Treatment, 59 OCCUPATIONAL MED. 381, 382 (2009).
298. Louis P. Garrison, Jr., Sachin Kamal-Bahl & Adrian Towse, Toward a Broader Concept of Value:
Identifying and Defining Elements for an Expanded Cost-Effectiveness Analysis, 20 VALUE HEALTH 213,
214 (2017).
299. Id. at 215.
300. Id. (emphasis omitted).
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Expert commissions have long recommended that health care CEA
rely on a societal perspective, which would make it possible to
incorporate these broader considerations. 301 However, most entities
involved in the economic analysis of medicines have not fully
embraced this approach.302 NICE has explicitly rejected the use of a
societal perspective in evaluations of interventions funded by the
public health system, insisting that “[p]roductivity costs and costs
borne by people using services and carers that are not reimbursed by
the [system] should usually be excluded from any analyses.” 303
Similarly, until recently, US-ICER considered a societal perspective
only in the form of a separate “scenario analysis,” which had no impact
on its recommended value-based price benchmarks. 304 In 2020,
however, US-ICER committed to providing a “modified” societal
perspective as a “co-base case” if doing so is likely to make a
significant difference in the outcome.305 It is too early to know how
frequently it will rely on this option. Although US-ICER provided a
societal perspective as a co-base case in its report on SCD treatment, 306
to the surprise of some observers, it did not do so in its evaluation of
remdesivir for COVID-19, despite the medication’s potential value in
freeing up health system capacity and returning patients to work.307
301. See Louise B. Russell, Marthe R. Gold, Joanna E. Siegel, Norman Daniels & Milton C. Weinstein,
The Role of Cost-Effectiveness Analysis in Health and Medicine, 276 JAMA 1172, 1176 (1996).
302. Sanders et al., supra note 225, at 1095 (noting that, “[e]ven when analysts have stated that they
have used a societal perspective, they have often omitted potentially important elements, such as costs
related to patient and caregiver time, or to transportation or non-health care sectors ([e.g.], education), so
that the perspective of the analysis is essentially a narrower one”).
303. See NAT’L INST. FOR HEALTH & CARE EXCELLENCE (NICE), DEVELOPING NICE GUIDELINES:
THE MANUAL 133 tbl.7.1, 137 (2014), https://www.nice.org.uk/process/pmg20/resources/developingnice-guidelines-the-manual-pdf-72286708700869 [https://perma.cc/U597-NZNN] (noting that NICE’s
health evaluations consider “[a]ll direct health effects, whether for people using services or, when relevant,
other people (principally family members and/or informal carers)”).
304. See Taruja Karmarkar, Jennifer S. Graff & Kimberly Westrich, Underestimating the Value of an
Intervention: The Case for Including Productivity in Value Assessments and Formulary Design, 26 J.
MANAGED CARE & SPECIALTY PHARMACY 652, 652–654 (2020) (finding that most US-ICER reports
since 2017 have considered productivity costs, but generally only as part of a scenario analysis).
305. ICER VALUE ASSESSMENT FRAMEWORK, supra note 138, at 25.
306. ICER SCD ASSESSMENT, supra note 271, at 64.
307. See, e.g., Joshua T. Cohen, Peter J. Neumann & Daniel A. Ollendorf, Valuing and Pricing
Remdesivir: Should Drug Makers Get Paid for Helping Us Get Back to Work?, HEALTH AFFS. (May 20,
2020),
https://www.healthaffairs.org/do/10.1377/forefront.20200518.966027/full/
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One reason that economic evaluations of medicines do not typically
take a societal perspective is that their purpose is to inform decisions
by payers. Payers are primarily interested in information about the
health effects of treatments on the individuals they cover, as that
information directly bears on payers’ own costs.308 In fact, given the
frequency with which individuals change insurance plans,309 payers’
primary focus is on health effects that will be realized in the short term;
by the time longer term consequences are experienced, the patient may
have already switched to a different plan. For this reason, a
comprehensive health system perspective will not always be aligned
with payers’ self-interests. For example, it would not be surprising if
some payers continue to balk at paying for expensive gene therapy
medications, even those that might be cost effective from a long-term
perspective,310 because all the costs of those drugs will be incurred in
the short term.
Policymakers have been actively seeking to respond to this problem
by creating payment mechanisms designed to encourage payers to
focus on more than the treatment of specific disorders or conditions.
For example, the ACA encouraged the formation of accountable care
organizations,311 which tie reimbursement in part to the achievement
[https://perma.cc/W9CV-WA3Y] (calling the failure to consider remdesivir’s potential non-health
benefits a “glaring omission”); see also Peter J. Neumann, Joshua T. Cohen, David D. Kim & Daniel A.
Ollendorf, Consideration of Value-Based Pricing for Treatments and Vaccines Is Important, Even in the
COVID-19 Pandemic, 40 HEALTH AFFS. 53, 56 (2021) (noting that fourteen out of twenty-three economic
evaluations of COVID-19 related interventions “focused narrowly on the expected health benefits or costs
of the intervention itself”).
308. Brian Solow & Edmund J. Pezalla, ISPOR’s Initiative on US Value Assessment Frameworks: The
Use of Cost-Effectiveness Research in Decision Making Among US Insurers, 21 VALUE HEALTH 166, 167
(2018) (“[M]ost payers in the United States do not calculate reimbursement from the societal point of
view. It’s a contract between them and the member to provide certain types of services, but there’s no
additional payment for the societal value being added.”).
309. Katherine Moody, Survey: Consumers Switch Health Plans Often, FIERCE HEALTHCARE (Feb. 11,
2016, 10:44 AM), https://www.fiercehealthcare.com/payer/survey-consumers-switch-health-plans-often
[https://perma.cc/3KB2-E9R2] (reporting that half of respondents surveyed said that they changed their
health plans in the previous three years).
310. Cohen, supra note 78 (discussing ICER’s favorable assessment of the expensive gene therapy
medication Zolgensma).
311. Andrew J. Barnes, Lynn Unruh, Askar Chukmaitov & Ewout van Ginneken, Accountable Care
Organizations in the USA: Types, Developments and Challenges, 118 HEALTH POL’Y 1, 2 (2014)
(defining accountable care organizations as “organizations that assume financial responsibility and
clinical accountability for the care provided to a defined patient population, where their accountability
extends beyond organizational boundaries”).
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of population health goals. 312 Similarly, some states have reformed
their Medicaid programs to incorporate social services into the
package of Medicaid benefits 313 or to reward plans for investing in
social interventions linked with better health outcomes.314 Programs
like these may lead payers to take greater interest in economic analyses
that incorporate a broader societal perspective.
Ultimately, realigning payers’ incentives will require a more
fundamental overhaul of our fragmented health care financing system.
However, entities conducting CEAs of new medicines need not wait
for these changes before committing to adopting a societal perspective
as their default mode of analysis. In fact, a broader approach to CEA
could help accelerate the move towards systemic reform by
highlighting the extent to which health interventions have implications
for society at large.
V. REIMAGINING COST-EFFECTIVENESS ANALYSIS
The limitations of CEA discussed in the previous Part highlight the
dangers of basing medication coverage decisions primarily on
cost-per-QALY considerations. What is needed is a more nuanced
approach to the economic evaluation of medicines that can retain the
benefits of CEA without its negative effects. This Part considers steps
that can be taken toward achieving this goal.

312. NAT’L CTR. FOR CHRONIC DISEASE PREVENTION & HEALTH PROMOTION, PARTNERING WITH
ACCOUNTABLE CARE ORGANIZATIONS FOR POPULATION HEALTH IMPROVEMENT 1 (2015) (“Community
prevention efforts to improve population health are . . . important elements of ACO partnership models.”).
313. Loel S. Solomon & Michael H. Kanter, Health Care Steps Up to Social Determinants of Health:
Current Context, 22 PERMANENTE J. 18, 19 (2018).
314. See generally DEBORAH BACHRACH, JOCELYN GUYER, SARAH MEIER, JOHN MEERSCHAERT &
SHELLY BRANDEL, ENABLING SUSTAINABLE INVESTMENT IN SOCIAL INTERVENTIONS: A REVIEW OF
MEDICAID
MANAGED
CARE
RATE-SETTING
TOOLS
(2018),
https://www.commonwealthfund.org/sites/default/files/documents/___media_files_publications_fund_re
port_2018_jan_bachrach_investment_social_interventions_medicaid_rate_setting.pdf
[https://perma.cc/CGZ7-66QK].
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A. Replacing the QALY as the Default Measure of Benefit
As discussed above, 315 the QALY systematically devalues
interventions that will primarily be used by persons who are unlikely
to achieve a state of perfect health following treatment. As a result,
relying on QALYs as a measure of value can result in less favorable
cost-effectiveness ratios for medicines used primarily by persons with
incurable disabilities as well as medicines used primarily by persons
whose health status is compromised as a result of systemic racism. In
addition to potentially violating civil rights laws in some situations,
this aspect of QALYs raises significant ethical concerns.
US-ICER has responded to the concern that QALY-based
assessments could unfairly disadvantage patients with disabilities by
introducing the alternative measure of the evLYG. 316 As explained
above, the evLYG provides an unweighted measure of additional years
of life provided by new interventions, without taking into account any
quality-of-life considerations. 317 US-ICER claims that, “[b]y
understanding a treatment’s cost per evLYG, as well as its traditional
cost per QALY, policymakers can take a broader view of
cost-effectiveness and be reassured that they are considering
information that poses no risk of discrimination against any patient
group.”318
The introduction of the evLYG is a positive development, but it is
misleading to suggest that it will eliminate all risk of discrimination.
Although it would be possible to replace the QALY with the evLYG
for medicines whose benefits consist entirely of life extension, many
drugs that provide survival gains also improve quality of life.319 The
evLYG would undervalue the total benefits provided by these
medicines because it places no value on additional quality-of-life
improvements. For example, if two cancer drugs each extend life by
315. See supra text accompanying note 243.
316. See supra text accompanying notes 143–144.
317. See ICER, THE QALY, supra note 141.
318. Id.
319. See, e.g., Sebastian Salas-Vega, Othon Iliopoulos & Elias Mossialos, Assessment of Overall
Survival, Quality of Life, and Safety Benefits Associated with New Cancer Medicines, 3 JAMA
ONCOLOGY 382, 387 (2017) (identifying several cancer drugs that improve survival as well as quality of
life).
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two years, but one improves patients’ quality of life and the other does
not, the evLYG would treat the drugs as providing an equivalent level
of benefit. As a result, “the evLYG can harm cancer patients by failing
to warrant even a small additional expenditure” for the treatment that
is accompanied by quality-of-life improvements.320
Recognizing the fact that “[t]he evLYG is not as flexible as the
QALY in capturing benefits to quality of life,” US-ICER “has
determined to present CEA results in all reports moving forward based
both on the QALY and the evLYG.”321 If its analysis reveals a major
difference in the measures, it “will include specific language in [its]
report describing the underlying characteristics of the treatment and
the condition that lead[s] to the difference.” 322 It provides no
guidance, however, on how payers can use this information to identify
an appropriate value. US-ICER also ignores the possibility that, in
some situations, both the QALY and the evLYG may understate the
value of a medication—the QALY because it devalues the
life-extending benefits due to patients’ underlying disabilities, and the
evLYG because it does not take into account the quality-of-life
improvements.
A group of economists recently proposed an alternative measure of
value, the “health years in total” (HYT), which seeks to incorporate
both life extension and quality-of-life improvements in a single
metric.323 Under this approach, the life-extending benefits of treatment
are added to the quality-of-life improvements, through a formula that
adjusts for the fact that some treatments will provide quality-of-life
improvements for different periods of time. 324 This approach
overcomes the evLYG’s inability to capture quality-of-life changes
that accompany life-extending drugs, and also avoids any
320. See Joshua T. Cohen, Daniel A. Ollendorf & Peter J. Neumann, Will ICER’s Response to Attacks
on the QALY Quiet the Critics?, CTR. FOR THE EVALUATION OF VALUE & RISK IN HEALTH (Dec. 18,
2018), https://cevr.tuftsmedicalcenter.org/news/2018/will-icers-response-to-attacks-on-the-qaly-quietthe-critics [https://perma.cc/8YDN-JSRY].
321. Steven D. Pearson, Why the Coming Debate over the QALY and Disability Will Be Different, 47
J.L. MED. & ETHICS 304, 306 (2019).
322. See ICER, THE QALY, supra note 141.
323. See Anirban Basu, Josh Carlson & David Veenstra, Health Years in Total: A New Health Objective
Function for Cost-Effectiveness Analysis, 23 VALUE HEALTH 96, 97 (2020).
324. See id.
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disability-based distinctions in the valuation of drugs that produce
equivalent health gains. 325
The authors of the proposal caution that the use of HYTs would
likely change the distribution of different medications when ranked by
their ICERs, with the result that medications that generate only
quality-of-life benefits without survival gains would be ranked
relatively lower.326 The benefits and harms of shifting priorities in this
manner requires more extensive analysis. From an antidiscrimination
perspective, however, the HYT approach is superior to any other
measure currently in use.
B. Incorporating a Broader Conception of Value
Most advocates of CEA acknowledge that ICER scores are not the
only relevant factor in determining the value of medicines.327 In fact,
both NICE and US-ICER emphasize the importance of taking into
account
broader
social values,
including
distributional
328
considerations.
Unfortunately, aside from its use of different
thresholds for end-of-life treatments and highly specialized
technologies,329 NICE provides little information on how it actually
incorporates social values into its decision-making process, 330
particularly now that it has withdrawn its social value judgments
guidelines. 331 US-ICER’s process is superior in that it requires
reviewers to identify which items on a list of “other benefits and
contextual considerations” they consider important to a drug’s
“long-term value for money.”332 However, it is up to each reviewer to
325. See id. at 99.
326. See id. at 101–02.
327. See, e.g., Bognar, supra note 247, at 47 (“[F]ew health economists and policy experts would argue
that cost-effectiveness should be the only morally relevant consideration in health resource allocation.”);
Pearson, supra note 321, at 304 (“[E]thicists and health economists have always called for deliberative
processes to integrate the findings of CEA with social values and other considerations so that the ‘cost per
QALY’ is not used as a single dispositive factor in any decision.”).
328. See supra text accompanying notes 91, 96, 99 & 148–153.
329. See supra text accompanying notes 91–93.
330. See Devlin & Lorgelly, supra note 244, at 23 (noting the lack of transparency in the importance
NICE attaches to different aspects of benefit).
331. See supra text accompanying note 96.
332. See supra text accompanying notes 148–149.
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determine the weight to be given to these factors, both in relationship
to one another and to the value assessment that would be made based
solely on the drug’s ICER score. As a result, the weights given to the
various factors are unlikely to be consistent across different
evaluations or even between different reviewers in a single evaluation.
In addition, because reviewers are not required to articulate how they
balanced the various factors, the basis for decisions is not transparent
to outsiders.
A more structured approach to value assessments could improve the
quality and transparency of decisions. One such approach, known as
multicriteria decision analysis (MCDA), is particularly promising.
MCDA is designed to provide a unified measure of value that
incorporates considerations not captured in traditional CEA, including
the distributional considerations and non-health impacts of medicines
discussed in Part IV of this Article. 333 US-ICER’s current approach
already qualifies as a type of “partial” MCDA, in that it requires
reviewers to consider a list of explicitly defined criteria. 334 “Full”
MCDA would go further by requiring reviewers to assign specific
preference weights to each factor, which would then be used to
generate an overall value score.335
A variety of methods exist for determining these preference weights,
most of which involve asking decision makers to draw a series of
pairwise comparisons between the various attributes of value. These
comparisons can either be direct (i.e., explicitly comparing the
relevance of factors like disease severity and socioeconomic status) or
indirect (i.e., making comparisons based on real or hypothetical
scenarios that reflect some or all of the criteria). Weights for each
factor are then calculated based on the results of the pairwise
comparisons. 336 A benefit of this process is that it forces decision
333. See supra Part IV.
334. Rob Baltussen, Kevin Marsh, Praveen Thokala, Vakaramoko Diaby, Hector Castro, Irina
Cleemput, Martina Garau, Georgi Iskrov et al., Multicriteria Decision Analysis to Support Health
Technology Assessment Agencies: Benefits, Limitations, and the Way Forward, 22 VALUE HEALTH 1283,
1284 (2019).
335. Id. at 1285.
336. For more detail about the mathematic methods used to determine preference weights, see Paul
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makers to explicitly consider the relative importance of different
aspects of value.337
Another benefit of MCDA is that it makes it possible to calculate a
unified measure of value reflecting all the factors considered, which
can then be used to generate a single “incremental cost per value”
score. In contrast, US-ICER’s current approach provides payers with
two different measures: the “value-based price benchmark,” which is
based purely on incremental costs per QALYs (or incremental costs
per evLYG), and the assessment of “long-term value for money,”
which incorporates the “other benefits and contextual considerations”
that the reviewers deem important. 338 These two measures are not
always consistent. For example, in a 2018 assessment, US-ICER
concluded that the drug voretigene neparovec was priced multiple
times higher than its value-based price benchmark (suggesting low
value at current prices),339 yet most reviewers found that the drug had
either an “intermediate” or “high” long-term value for money, even at
its current price. 340 Inconsistent messages like this are difficult for
payers to interpret. Some payers might be inclined to place undue
weight on the value-based price benchmark because it appears to have
greater precision, thereby underweighting the other benefits and
contextual considerations that the reviewers also deemed important.

Hansen & Nancy Devlin, Multi-Criteria Decision Analysis (MCDA) in Healthcare Decision-Making, in
OXFORD
RESEARCH
ENCYCLOPEDIA,
ECONOMICS
AND
FINANCE
(2019),
https://doi.org/10.1093/acrefore/9780190625979.013.98 [https://perma.cc/K6BP-E6P9].
337. See Charles E. Phelps, Darius N. Lakdawalla, Anirban Basu, Michael F. Drummond, Adrian
Towse & Patricia M. Danzon, Approaches to Aggregation and Decision Making—A Health Economics
Approach: An ISPOR Special Task Force Report, 21 VALUE HEALTH 146, 148 (2018) (noting that MCDA
models require decision makers to “formally express[] trade-offs between attributes of medical
interventions that create value”).
338. See INST. FOR CLINICAL & ECON. REV., OVERVIEW OF THE ICER VALUE ASSESSMENT
FRAMEWORK AND UPDATE FOR 2017–2019, at 16, 22 (2020), https://icer.org/wpcontent/uploads/2020/10/ICER-value-assessment-framework-Updated-050818.pdf
[https://perma.cc/GE7B-L3GC].
339. See INST. FOR CLINICAL & ECON. REV., VORETIGENE NEPARVOVEC FOR BIALLELIC
RPE65-MEDIATED RETINAL DISEASE: EFFECTIVENESS AND VALUE 56 tbl.4.12 (2018),
https://icer.org/wpcontent/uploads/2020/10/MWCEPAC_VORETIGENE_EVIDENCE_REPORT_01122018-1.pdf
[https://perma.cc/52WW-CHKM].
340. See id. at 69.
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C. Moving Away from Reliance on Unitary Thresholds
As discussed in Part I, the justification for cost-effectiveness
thresholds is that they represent either a population’s willingness to
pay per unit of health benefit or the opportunity costs associated with
paying for new medical interventions. 341 However, there is little
evidence that current cost-effectiveness thresholds accurately reflect
either of these determinations. 342 Instead, they appear to have been
selected as convenient round numbers, based on rough judgments
about an appropriate level of spending on new health technologies.
Establishing evidence-based cost-effectiveness thresholds would be
even more difficult if cost-per-QALY assessments were replaced with
broader cost per overall value determinations, as this Article proposes.
Accurate measures of a population’s willingness to pay for health
benefits have already proven elusive; determining willingness to pay
for a weighted mix of health benefits, distributional considerations,
and non-health benefits would be even more challenging. Similarly,
determining the opportunity costs of new interventions in terms of cost
per overall value would require identifying “the marginal efficiency of
alternative investments when all relevant criteria are taken into
account,”343 which is equally unrealistic.344
Even assuming that willingness to pay or opportunity costs could be
accurately calculated, the use of uniform thresholds would still be
problematic. Recall that ICERs are inherently relative determinations;
they reflect a drug’s costs and benefits regarding its comparator
treatment, which in most cases is the prevailing standard of care. Yet,
in most cases, no effort is made to determine if the comparator
treatment is itself cost effective when compared against other available
341. See supra text accompanying notes 62–63.
342. See supra text accompanying note 70.
343. Hansen & Devlin, supra note 336.
344. Some advocates of MCDA have suggested that cost per value thresholds could be identified for
multicriteria systems by simply extrapolating from existing cost per QALY thresholds. See, e.g., Phelps
et al., supra note 337, at 150. For example, in a framework in which QALYs account for two-thirds of an
intervention’s total value, and the cost per QALY threshold had previously been set at $100,000, an
appropriate cost per overall value threshold would be 3/2 that number, or $150,000. See id. However, it
is not necessarily the case that the opportunity costs of foregoing QALYs will always be proportionate to
the opportunity costs of foregoing efforts to achieve other dimensions of value, such as distributional
fairness and non-health benefits. See id. at 152.
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options.345 If the comparator drug is overpriced, it will be relatively
easy for a new drug to produce a favorable ICER, as long as it offers
some additional benefits without significantly raising costs. 346
Meanwhile, a different new drug could produce a much higher ICER
solely because it is being compared against a more reasonably priced
treatment. 347 Applying the same threshold therefore favors drugs in
therapeutic areas where the standard of care is already unreasonably
expensive.348
Most entities involved in health technology assessment recognize
that cost-effectiveness thresholds should not be considered absolute
cut-offs, particularly when distributional considerations and
non-health benefits are also taken into account. 349 However, even if
they are only used as flexible guidelines, thresholds that lack a reliable
empirical basis have the potential to distort judgments about the
appropriate level of medical spending. 350 Thresholds can also
contribute to increases in medical spending by encouraging
manufacturers to set prices higher than they otherwise would, if they
are confident that the higher price will still fall under the threshold
amount.351

345. See José Antonio Sacristán, José-María Abellán-Perpiñán, Tatiana Dilla, Javier Soto & Juan Oliva,
Some Reflections on the Use of Inappropriate Comparators in CEA, COST EFFECTIVENESS & RES.
ALLOCATION, Aug. 27, 2020, at 1, 2 (explaining that CEA typically compares interventions to the standard
of care for local practices, but “there are many occasions where the efficiency of the standard of care has
never been assessed”).
346. Id.
347. See id. at 2–3.
348. See id. at 2. (arguing that using constant QALY thresholds across therapeutic areas may unfairly
favor drugs in therapeutic areas where existing treatments are themselves inefficient).
349. See ICER VALUE ASSESSMENT FRAMEWORK, supra note 138, at 76 (“We recognize that single
cost-effectiveness thresholds should not be used as a blunt decision rule, and that decision-makers may
want to consider different thresholds given their own view of their opportunity costs and their
interpretation of a treatment’s potential other benefits and contextual considerations.”).
350. See Cameron et al., supra note 63, at 5.
351. See Wang et al., supra note 106, at 941 (suggesting that manufacturers may set higher prices in
jurisdictions with higher ICER thresholds); see also Christopher McCabe, Karl Claxton & Anthony J.
Culyer, The NICE Cost-Effectiveness Threshold: What It Is and What That Means, 26
PHARMACOECONOMICS 733, 739 (2008) (observing that “cost-effectiveness information is information
not previously available to manufacturers about the maximum willingness to pay of the demanders and
makes the task of perfect price discrimination, or the use of an ‘all-or-nothing’ demand curve, more readily
achievable by producers”).
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Nor are cost-effectiveness thresholds necessary to make value
assessments useful. An alternative would be to compare ICERs of
drugs within therapeutic areas, with the goal of ensuring that new
drugs are at least as cost effective as the available alternatives.352 A
limitation of this approach is that if the comparator drugs are not
themselves cost effective, the standard for new drugs may be too easy
to satisfy. Yet its advantage is that, at a minimum, it ensures that new
drugs do not introduce additional waste into the system by providing
less value for money than other available interventions. In contrast,
global thresholds that lack a clear evidence basis may not even achieve
this limited goal.
If thresholds are to continue to play a role in drug assessments,
payers should be encouraged to consider developing their own
thresholds, rather than simply defaulting to US-ICER’s
recommendations.353 A single threshold makes little sense in a country
like the United States, where health coverage is provided by multiple
payers with different budgets and revenue sources. Ideally, plans
would identify thresholds based on an assessment of the opportunity
costs of new spending within their own program budgets. Privately
funded plans also may wish to incorporate evidence of their
subscribers’ willingness to pay, to the extent this kind of evidence is
available.354
D. Encouraging Broader Participation in Valuation Decisions
If drug assessments shift away from a focus on incremental costs
and direct health outcomes in patients to a more comprehensive
assessment of broader social criteria, the composition of the group
charged with making decisions will take on even greater importance.
Determining the appropriate components of value to consider, as well
as the weights to be attached to each of those elements, are primarily
352. See supra text accompanying note 114 (discussing the “efficiency frontier”).
353. ICER VALUE ASSESSMENT FRAMEWORK, supra note 138, at 76 (noting that “decision-makers may
want to consider different thresholds given their own view of their opportunity costs and their
interpretation of a treatment’s potential other benefits and contextual considerations”).
354. See Danzon et al., supra note 68 (suggesting that private plans could vary their thresholds
depending on their desired generosity of coverage).
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social and ethical questions, not technical determinations. The answers
to these questions are likely to vary considerably depending on the
background and perspectives of the individuals involved.355
In societies with national health systems, making these judgments
is typically considered a government responsibility. Although
governments may delegate that responsibility to non-governmental
entities like NICE, those entities are ultimately accountable to the
authorities that created them. Government oversight of the value
assessment process can help ensure democratic participation and
accountability for the decisions that are made.356
However, a centralized health technology assessment body would
be less appropriate in the current U.S. health care environment, where
coverage and payment decisions are made by multiple actors subject
to different legal requirements and motivated by different policy goals.
In addition, as discussed above, previous efforts to create national
health technology assessment bodies in the United States have
generally not been successful, especially when they have sought to
incorporate CEA into their decision-making process.357 At least in the
short term, it seems likely that the process of value assessments in the
United States will remain a non-governmental function.
It is therefore essential that private entities involved in the drug
assessment process commit to ensuring broad public participation in
all aspects of the decision-making process, including in initial
decisions about the elements of value that will be considered and how
they will be weighted. Doing this requires active engagement with

355. See Sean R. Tunis, Reflections on Science, Judgment, and Value in Evidence-Based Decision
Making: A Conversation with David Eddy, 26 HEALTH AFFS. w500, w507 (2007) (discussing the
influence of “values, preferences, and perspective” on nonscientific components of evidence-based
medicine); see also Phelps et al., supra note 337, at 148 (noting that the preference weights assigned in
MCDA “will likely differ considerably across different stakeholders (e.g., provider, payers, or patients)
and may well differ even within any of these groups”).
356. See Baltussen et al., supra note 334 (“Society, including relevant stakeholders[,] . . . have different
interests and may reasonably disagree on what values should be used to guide priority setting. Because
national governments are accountable to the populations they serve, they should be concerned with
establishing legitimate decision-making processes that take these values into account.” (citations
omitted)).
357. See supra text accompanying notes 117–119.
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relevant stakeholders, including patient representatives.358 In addition,
all aspects of the assessment process should be fully transparent so that
the public is able to understand and critique the basis of decisions that
are made. Public payers, including state Medicaid programs, can
facilitate these efforts by requiring drug assessments to meet minimum
standards for participation and transparency as a condition of being
considered as a basis for coverage and pricing decisions.
CONCLUSION
As policymakers debate health reform proposals that have the
potential to fundamentally reshape the American system of health care
payment and delivery, determining the appropriate role of CEA is
more important than ever. This Article has argued that incorporating
CEA into decisions about medication coverage and reimbursement can
help promote a more rational system by reducing wasteful spending on
drugs whose prices are not commensurate with the value they provide.
However, standard approaches to CEA ignore important
considerations about how the benefits of new interventions are
distributed and have built-in biases against life-extending drugs for
patients with incurable disabilities or diseases that disproportionately
affect racial minorities. In addition, they overlook important ways that
medicines can provide value beyond direct medical benefits to
individual patients. The recommendations in this Article seek to
encourage changes in the way that CEA is conducted in order to retain
its benefits while minimizing its negative effects.

358. See Eleanor M. Perfetto, Elisabeth M. Oehrlein, Marc Boutin, Sarah Reid & Eric Gascho, Value
to Whom? The Patient Voice in the Value Discussion, 20 VALUE HEALTH 286, 286 (2017) (arguing that
“patient perspectives on value can differ significantly from that of physicians and payers, often integrating
considerations beyond clinical outcomes and cost”).
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