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ABOUT IVI
The Innovation and Value Initiative (IVI) is a 501(c)3 nonprofit organization 
whose mission is advancing the science of value assessment in healthcare.  
IVI is a membership organization with both organizational and individual mem-
bers. We partner with leading organizations and researchers to put patients 
first, ensure transparent research, and widen the stakeholder tent in order to 
drive scientific advancement for the benefit of all people and communities.

ABOUT SICK CELLS
Sick Cells is a national advocacy nonprofit for sickle cell disease founded 
on February 28, 2017, by siblings Ashley and Marqus Valentine. Sick Cells’ 
mission is to elevate the voices of the SCD community and their stories of 
resilience. In highlighting the grave disparities this community faces, they 
hope to influence decision‐makers and propel change at all levels.
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Racial Equity and 
Value Assessment

Racism, both interpersonal and structural, is the primary cause of 

health inequities, with profound impacts on the health and wellbeing of 

communities of color.1 While the effects of racism are clearly visible in the 

disproportionate impact of the SARS-CoV-19 pandemic on Black, Indigenous, 

and People of Color (BIPOC) individuals and communities, these racial 

disparities are not new. For example, the average life expectancy for Black 

Americans was more than four years lower than white Americans even before 

the pandemic.1,2 Black and Native Americans have the highest asthma rates 

compared to other ethnicities.3 Racial biases impact pain assessments  

and treatment recommendations in hospital settings.4 Conversations about 

health inequities* have been ongoing for years, but disparities persist.5

In the United States, the healthcare system is vast and involves many 

actors. This paper focuses on how racism can influence health technology 

assessments (HTAs) and determination of “value” when assessing  

new treatments. 

High launch prices for new therapies with uncertain, but potentially sig-

nificant, clinical benefits have prompted both public and private payers to 

increasingly request better insights into “value”—benefits relative to cost—as 

a driver for benefit design, care delivery, and payment. This has prompted 

growing interest in and use of systematic health technology assessment (HTA) 

approaches—including economic analyses and use of simulation models—to 

inform decisions about coverage, access, and out-of-pocket expenses. These 

decisions directly affect the health and financial outcomes of patients, making 

the methods, evidence basis, and uses for HTA a major focus of debate.

When decisions affecting coverage and access to potentially beneficial 

therapies are based on their estimated value, several vital questions arise, 

including, “Value for whom?” and whether clinical and other data inputs rep-

resent real-world patient communities and lived experience. These decisions 

bear significant consequences for equity and disparities in outcomes.6 As the 

use of HTA gains increasing traction in the U.S., it is especially important to 

This paper is co-created by 

IVI and Sick Cells in pursuit 

of a shared goal to advance 

racial and health equity in 

and through the practice of 

HTA in the U.S.

Part of IVI’s multi-year 

Health Equity Initiative, 

this goal reflects one of the 

core Principles for Value 

Assessment that guide IVI’s 

work—the fundamental  

need for HTA to advance 

health equity.

This work reinforces Sick 

Cells’ commitment to  

promote health equity and 

elevate community voices  

in research, policy, and  

value assessment. 

FINDING EQUITY  
IN VALUE

Racial Equity and Value Assessment

*  �See Appendix Table 1 for a Glossary of Key Terms.

https://www.thevalueinitiative.org
https://sickcells.org
https://www.thevalueinitiative.org/health-equity-initiative/
https://www.thevalueinitiative.org/principles-for-value-assessment-in-the-us/
https://www.thevalueinitiative.org/principles-for-value-assessment-in-the-us/
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understand and explore how racism is built into the current structures of the 

HTA process, and how that widens or contributes to existing health and racial 

inequalities. This paper discusses the potential implications of flawed or 

incomplete analyses for health and racial equity in future decision-making and 

identifies recommendations for improvements in key focus areas to advance 

racial equity in HTA.

HTA AS A PROCESS THAT IMPACTS EQUITY

Based on estimates of therapies’ relative value (value assessments), HTA 

generates insights and recommendations to shape the prioritization, cover-

age, and reimbursement of therapies for a given diagnosis.† These findings 

and recommendations are the results of complex processes made up of a 

series of choices—who is included in the process and how; what treatments 

are compared; the evidence used for comparison; which stakeholders’ 

perspectives will be reflected; the methods used in economic analyses; how 

these analyses are used in generating recommendations; and many more 

(see Figure 1). 

Ultimately, the results of HTA depend on the composition and outcomes 

of the choices arising in the HTA process. Each of these choices is shaped 

by multiple factors, with potential implications for racial equity and health 

equity in general. Identifying racial equity concerns in HTA and potential 

levers for change requires that we first understand how the environment in 

which HTA is conducted influences these choices.  

In this paper, we adapt the Racial Equity and Policy (REAP) Framework to 

assess the potential equity implications of the HTA process. Recently intro-

duced as a framework for understanding racial equity implications in the 

policy-making process, it identifies three key considerations affecting racial 

equity: decentralization, disproportionality, and voice.7 With minor adapta-

tions, this framework provides similarly valuable insights that can point the 

way for necessary improvement in the practice and use of HTA in the U.S. 

In the following sections, we:

· �Describe the environmental features that shape choices in HTA 

· �Apply the REAP Framework to assess environmental features  

influencing HTA 

· �Describe implications for racial equity that arise from these various  

influences

· �Explore these influences using as a specific case the Institute for  

Clinical and Economic Review (ICER) 2019 review of sickle cell disease 

(SCD) therapies8

· �Identify high-priority issues in HTA processes and opportunities to 

advance equity in and through U.S. HTA

†  The terms “value assessment” and “HTA” are often used interchangeably. For simplicity and clarity,  
we refer to the two jointly as HTA.

HTA generates 
insights and 
recommendations 
to shape the 
prioritization, 
coverage, and 
reimbursement  
of therapies for  
a given diagnosis.

Racial Equity and Value Assessment

https://www.commonwealthfund.org/publications/issue-briefs/2022/jan/racial-equity-framework-assessing-health-policy
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· �What decisions do we need to inform with HTA?

· What therapeutic area will be the focus?

· �Who should be involved in selecting topics for HTA?

· What are the goals?

· �How should options be assessed (e.g. comparative effectiveness,  
cost-effectiveness, etc.)?

· What interventions should be included?

· Which stakeholders will be involved, and how?

· �How will uncertainty or limitations of evidence be addressed?

· How is diversity incorporated and along which dimensions?

· How are patient preferences incorporated?

· Should additional evidence be collected?

· �What actors should be included in interpreting results and how?

· What scenarios should be presented as the primary assessment?

· How should uncertainty and limitations be communicated?

· What recommendations should be made?

· �Does the HTA approach and reported scenarios reflect the appropriate  
decision context and objectives?

· How much weight should HTA results carry in decision-making?

· �How are additional considerations (e.g., potential to reduce disparities  
in outcomes) accounted for?

Figure 1: Examples of choices that shape the multi-stage HTA Process

STAGE CHOICES SHAPING PROCESS

PLANNING AND  
LAUNCH

1

SCOPING

2

ASSESSMENT

3

SYNTHESIS &  
REPORTING

4

APPRAISALS &  
USE IN HEALTH CARE 
DECISIONS

5

Racial Equity and Value Assessment

Note: HTA: health technology assessment.
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Environmental 
Features Shaping 
HTA

Modern HTA is the result of many decades of effort in economics and 

related fields,9 9 and these technical underpinnings are a central influence on 

HTA processes—but far from the only one.  

Many features of the environment shape HTA processes, “producing 

and structuring” the choices in the process and shaping the meaning and 

consequences of those choices (Figure 2). These include the entities and 

individuals involved in HTA processes (actors), the relationships between 

them (networks), and the various facets of the social, cultural, and economic 

landscape in which they operate (institutions, ideas, context, and events) 

(see Table 1).7 

Table 1: Six major features of HTA environment

INSTITUTIONS Create the rules and constraints that structure the behavior of [HTA] actors

ACTORS Organizations and individuals exerting an influence on the process

NETWORKS Patterns of relationships between various actors 

IDEAS Framing the discourse, logic, and justification for [HTA], ideas are an ever-present part of  
the [HTA] environment that can sometimes channel racism” or enable perpetuation of biases 
and inequities

CONTEXT Policy actors and institutions are embedded within specific economic, social, and political  
contexts that fundamentally shape efforts to enact, implement, and advance equitable [HTA]

EVENTS Critical events that bring policy issues into sharp relief also often accentuate existing  
racial inequities

Note: Adapted from Michener 20227

Environmental Features Shaping HTA

1

2

3

4

5

6
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Figure 2: Features of the HTA environment

HTA CHOICES  
AT EACH STAGE IN  

THE PROCESS

INSTITUTIONS
· HTA organizations

· Academic institutions

· Professional societies

· �HTA funders (esp. insurers and manufacturers)

ACTORS
· �Primary decision authority: HTA organization leadership 

and staff (HTA teams)

· �Individual academic and technical experts

· �Patients and patient organizations

· �Developers and manufacturers of health technologies

· �Healthcare providers and related professional societies

· Health plans, insurers and employer purchasers

NETWORKS
· �Relationships among the actors listed above

IDEAS
Pertaining to…

· Actors in the HTA process

· Purpose and scope of HTA 

· Methods and scientific approaches

CONTEXT
· Evidence base for a given clinical/therapeutic area

· Healthcare decisions and budgets

· Specific HTA focus or disease/therapy area

· Broader economy and politics

EVENTS
· SARS-CoV-19 pandemic

· �George Floyd’s murder in 2020 and the national  
conversation about racism in America 

· Launch of controversial high-cost drugs

· Introduction of health reform legislation

1

2

3

4

5

6

Environmental Features Shaping HTA

Note: The lists of examples for each environmental factor 
are intended as illustration and are not comprehensive. 
Adapted from Michener 20227
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Environmental Features Shaping HTA

INSTITUTIONS

In many countries abroad, HTA conducted and 

regulated by governmental bodies is an estab-

lished part of the healthcare system. For example, 

HTAs in Europe are regulated by the European 

Commission,10 and in the United Kingdom, the HTA 

process is regulated by the National Health Service.11 

In contrast, HTA in the U.S. is not conducted by  

any central body or within public programs. HTAs 

do not interact with or fall under the influence of 

any public institutions, nor is it formally regulated.12 

Instead, U.S. HTA is conducted by teams of 

individuals within insurers, pharmaceutical manu-

facturers, nonprofits, professional organizations, 

and others, as well as by researchers working 

within academia or as consultants. Throughout 

this paper, we refer to all institutions within which 

HTA is conducted as “HTA organizations.” 

ACTORS

HTA is conducted as an initiative of a given  

HTA organization, and those organizations— 

and the teams of individual staff members and 

consulting experts—are the principal actors in 

HTA processes, managing the process and  

possessing ultimate authority over decision 

making. Decisions about the pricing, coverage, 

utilization, and reimbursement of therapies have 

consequences for a wide range of stakeholders 

such as public and private payers, health plans, 

manufacturers and technology developers, and 

patients, who are directly or indirectly affected by 

coverage and access policies. All of these stake-

holders play a potential role in HTA processes that 

inform these decisions. 

NETWORKS

The various actors outlined above interact with 

each other in myriad ways within and outside of 

HTA processes. For the most part, networks’  

influence on the HTA process depends on the strength 

and structure of connections with HTA organizations 

and their teams managing the process.

IDEAS

Ideas frame the discourse, logic, and justification 

underlying the execution, interpretation, and 

outcomes of HTAs.7 HTA processes are rooted in 

scientific evidence and analysis but intended to 

inform real-world decisions, and broader social and 

cultural ideas and biases play an important role in 

HTA choices. Even “objective” scientific concepts 

and practices are influenced by ideas, past and 

present, that frequently inform actors’ perceptions 

and judgments in fundamental and sometimes 

unconscious ways. 

CONTEXT

Numerous contextual factors shape HTA pro-

cesses. For example, the structure, content, and 

results of HTA are dependent upon the availability, 

quality, and relevance of scientific evidence and 

outcomes data. 

EVENTS

Periodically, specific events change the context 

and perception of HTA. For example, high-profile 

drug introductions have elevated debates about 

value and drug pricing to front-page stories (e.g., 

Sovaldi for treatment of hepatitis C), while the 

SARS-CoV-19 epidemic and the racial reckoning 

sparked by the murders of George Floyd, Breanna 

Taylor, Ahmaud Arbury, and many others have 

brought the importance of racial and health equity—

and its role in HTA—to the forefront of  

discussions in health care.

1

2

3

4

5

6
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Examination  
of Racial Equity 
in U.S. Health 
Technology 
Assessment 

Understanding the environmental features that shape the HTA process 

is the first step, but assessing the implications of the HTA enterprise as a 

whole for racial and health equity requires a closer look. Examining U.S. HTA 

in terms of the considerations outlined in the REAP Framework reveals ways 

in which the HTA environment may directly or indirectly impact racial equity 

in coverage and access decisions, helping to identify key areas of concern 

and potential steps to improve HTA processes. 

BIASES IN EVIDENCE AND METHODS 

Economic value assessment, especially when based on cost-effectiveness 

analysis (CEA), depends on mathematical models intended to predict 

outcomes in a simplified version of the real world. As a result, any biases 

or gaps in these methods or inputs will naturally carry forward into the 

estimates of cost-effectiveness (and therefore, value) produced by these 

assessments.13,14 Given the widespread and growing use of HTA to support 

coverage and reimbursement, this aspect alone has the potential to produce 

policy and delivery decisions that reinforce or worsen existing racial biases 

in health care. 

HTA depends upon scientific evidence and data to simulate real-world 

processes, but the accuracy of such analyses depends upon how well the 

evidence used reflects the lived experience of all patients with a given health 

condition. This requires a representative sample population, but BIPOC 

communities—along with women, children, low-income communities, 

LGBTQIA+ communities, and certain geographical groups—are regularly 

and systemically underrepresented.15 Such underrepresentation is partic-

ularly well-documented in the context of randomized clinical trials,16 but 

this pattern is also often true of observational studies, survey data, and 

Examination of Racial Equity in U.S. Health Technology Assessment 

The REAP Framework7 points 

to three key considerations 

for assessing racial equity 

in processes like creation of 

public policy8 and, with our 

minor adaptations‡, practice 

of HTA:  

· �Disproportionality: “refers 

to the way [HTAs] differen-

tially allocate benefits and 

burdens to racial groups.”

· �Decentralization: “the 

level of [organization and 

geography at and] through 

which a given policy benefit 

or burden is designed or 

implemented.”

· �Voice: “the ability of com-

munities of color to shape 

the [HTA] environment.”

‡ �See Appendix Table 2 for additional 
information. 

KEY CONSIDERATIONS  
FOR RACIAL EQUITY
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BIPOC—along with 
women, children, 
low-income 
communities, 
certain geographical 
groups and others—
are regularly  
and systematically 
excluded from 
research

other evidence-generating research.17–20 As a result, clinical evidence tends 

to be biased toward more educated and higher-income populations.15,21 That 

evidence drives results in HTA, and therefore, coverage and access decisions 

may be biased toward maximizing value to those same populations.

DISPROPORTIONATE POWER IN HTA DECISIONS

The centralization of decision authority, and the resulting power dynamics  

in HTA decision making, have far-reaching implications for racial equity. 

HTA efforts in the U.S. are generally “owned”—directed, managed, 

executed, and communicated—by dedicated teams within independent 

organizations and academic or technical experts. These organizations and 

individuals have ultimate decision authority in HTA processes, bound to 

varying degrees by institutional constraints and other factors. The influence 

afforded to other actors, and often the role other actors can play, is decided 

by these same teams. 

A rigorous scientific approach to HTA is essential for ensuring estimates of 

comparative effectiveness and value are as accurate, relevant, and credible 

as possible. Consequently, these HTA teams are predominantly composed of 

scientific experts with specialized training in economics, modeling, and other 

related disciplines, resulting in the concentration of decision authority within 

a small professional community. Due to persistent structural racism,  

members of this community are disproportionately white and relatively 

affluent compared to the diverse populations potentially impacted by their 

decisions. While the technical complexity of HTA makes such expertise a 

necessity, making it a prerequisite for decision authority can exclude BIPOC 

voices and other communities and perpetuate existing inequities.

The gap between HTA teams and affected communities is widened by a 

significant knowledge gap—the expert community shares specialized knowl-

edge about HTA and related sciences but often lacks knowledge of the lived 

experiences and priorities of other affected communities, and vice versa. The 

resulting difference in perspective and decision approach has consequences 

for equity, particularly when HTA focuses on therapies for medical conditions 

affecting BIPOC communities and other underrepresented populations. 

As part of a larger scientific community, HTA teams’ perspectives and 

decision making are most heavily influenced by relationships with “peers” 

with similar specialized knowledge. Strong networks in the scientific  

community connect clinical, academic, and technical experts and the  

individuals conducting HTA; these networks of relationships are made 

stronger by a sense of group identity characterized by similar experiences, 

training, working in academia, and in some instances, similar cultural and 

ethnic backgrounds. Being “insiders” places these individuals in a privileged 

position that gives their voices more weight. 

Examination of Racial Equity in U.S. Health Technology Assessment 
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Subsequently, there is a form of gatekeeping based on specialized knowl-

edge and position within the scientific community that determines influence 

in HTA processes. BIPOC voices are persistently underrepresented in the 

sciences and therefore in expert networks engaged with HTA. The resulting 

inequality in access to decision-making and influence in the process raises 

concerns about racial equity in the outcomes and recommendations of HTA.

LACK OF BIPOC VOICE IN PATIENT ADVOCACY 

The lack of BIPOC voices is not exclusive to networks of HTA experts. This 

issue extends to many patient groups, disease-focused organizations, and 

patient advocates.22 These groups exist to represent, support, and advocate 

for patient communities, but historically, they have infrequently elevated  

the voice of BIPOC communities explicitly or through representation. 

Representation of BIPOC individuals tends to be particularly limited in 

nationally recognized organizations and the rare disease space. At the same 

time, these large organizations are also most likely to have the resources, 

networks, financial support, and experience needed to effectively engage  

in HTA processes, further limiting the voice of BIPOC individuals overall. 

Rectifying this lack of representation is made more challenging by 

resource and capacity deficits. Many small, community-level patient groups 

are less likely to have the resources needed to engage with HTA. When these 

groups serve or represent communities more likely to face racism or other 

biases, the likelihood of financial hardship increases. 

Examination of Racial Equity in U.S. Health Technology Assessment 

BIPOC voices 
are persistently 
underrepresented 
in the sciences and 
therefore in expert 
networks engaged 
with HTA.
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Case Study:  
2019 ICER Sickle Cell 
Disease Review

The Institute for Clinical and Economic Review (ICER) assessment of 

therapies for sickle cell disease (SCD)8 provides an instructive example 

of complex equity issues arising in and from the HTA process. This review 

stands out because of the clear importance of racial equity for the topic, 

given the disproportionate impact of SCD on BIPOC communities and the 

crippling influence of racism23 and stigma on patients with SCD in the U.S. 

In addition, Sick Cells engaged closely with ICER throughout the 2019 SCD 

review, and the first-hand knowledge and insights resulting from this experience 

provide a unique opportunity for detailed examination of racial equity in an 

HTA process. 

Below we analyze the 2019 ICER SCD review utilizing elements from the 

REAP Framework to examine how the entire HTA process may impact racial 

inequities and perpetuate racism. This exercise underscores the impor-

tance of understanding and addressing the multiple factors shaping HTA 

processes identified in the analysis above—an essential first step toward 

implementing changes in HTA processes to reduce racial bias and advance 

health equity.

DISPROPORTIONATE POWER IN ICER REVIEW PROCESS

The voice of BIPOC people in ICER’s SCD review process, and lack thereof—

in terms of both representation and power in decision making—is a central 

influence on implications for racial equity. 

ICER’s process for the SCD review followed the approach used in previous 

reviews. Following selection of topics for reviews through internal ICER 

Case Study: 2019 ICER Sickle Cell Disease Review

Key aspects:  

· �SCD is an inherited blood 

disorder that disproportion-

ately affects Black/African 

American and Latinx people 

in the United States.

· �Racism has heavily affected 

the health care and out-

comes of the SCD patient 

population since the clinical 

discovery of the disorder.23

· �Following decades with no 

advances in SCD therapy, 

three new SCD-related  

treatments were approved 

in 2017 (L-glutamine)  

and 2019 (crizanlizumab  

and voxelotor).

· �ICER undertook an assess-

ment of crizanlizumab, 

voxelotor, and l-glutamine  

in 2019/2020.8

SICKLE CELL DISEASE  
(SCD) AND THE 2019  
ICER REVIEW

In this section, we discuss the sickle cell disease (SCD) community, which is majority comprised of Black 
and Latinx people. This is a community within the BIPOC community. We use both terms when discussing 
the 2019 ICER review. 
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processes, early outreach and engagement with stakeholders, including 

members of the SCD patient community, was conducted during the scoping 

phase. Sick Cells and other SCD community groups were engaged as key 

stakeholders, to provide input and guidance through the review. In addition, 

BIPOC and SCD patient groups were provided the opportunity to submit 

formal comments on scoping documents and reports at specified points in 

the ICER review process.

Despite these multiple opportunities for engagement, including outreach 

efforts by ICER motivated by the SCD community’s push for awareness of the 

equity relevance of SCD, the voice of the SCD community was consistently 

external to the HTA process. The HTA team within ICER retained exclusive 

control over decision making at all points in the process, creating dispro-

portionate power dynamics. The team responsible for making decisions had 

limited BIPOC representation that could understand the nuances of how racial 

equity and historical racism play a fundamental role in measuring value for the 

disease state. 

Recognizing this issue, Sick Cells initiated new strategies for engaging with 

ICER, including hiring health economists as consultants to support Sick Cells’ 

engagement and advocating to be included in ICER’s Model Transparency 

Program. These strategies allowed Sick Cells to provide more specific and 

concrete feedback in both formal public comments and ongoing discussions. 

In practice, however, taking these steps without also addressing dispropor-

tionality in decision authority ultimately led to little measurable impact on the 

HTA process.  

EXCLUSION OF BIPOC VOICE IN SCIENTIFIC DECISION-MAKING

Like any HTA process, the foundations of ICER’s 2019 SCD review were 

scientific. No choice in HTA is purely scientific, however, and the many 

environmental factors described above are inseparable from scientific con-

siderations. Table 2 includes examples of the many choices that arose while 

conducting the 2019 SCD review. These choices vary in scope, from decisions 

about selection of specific parameters in the cost-effectiveness modeling to 

overarching decisions about whether and how to conduct the review. 

A close examination of these choices reveals patterns that raise concerns 

for health equity, driven by several key factors discussed above: bias and 

underrepresentation in existing evidence; centralized decision making by a 

closed network of experts; and general bias toward the voice of HTA experts 

over BIPOC and other stakeholders. In addition, the tension between pressures 

to advance the process and limitations or uncertainty in methods or evidence 

quickly emerges as a central theme in equity-impacting decisions.

Case Study: 2019 ICER Sickle Cell Disease Review

The voice of 
BIPOC people 
in ICER’s SCD 
review process, 
and lack thereof—
in terms of both 
representation 
and power 
in decision 
making—is a 
central influence 
on implications for 
racial equity. 
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Case Study: 2019 ICER Sickle Cell Disease Review

Table 2: Examples of Potential Equity Implications in Scientific Decisions

DECISION POINT ISSUE OUTCOME VOICE DISPROPORTIONALITY DECENTRALIZATION

Should the 
review proceed 
despite  
stakeholders’  
concerns about 
limited clinical 
evidence?

�In early input  
provided in ICER 
stakeholder outreach 
and public comment, 
ICER was encouraged 
to postpone the SCD 
review until more 
robust clinical evidence 
is available

ICER decided  
to proceed with  
the review 

Selection of topics 
for review was 
made internally 
by ICER, with no 
known effort to 
include BIPOC or 
other marginalized 
communities

�Concerns about 
limited available 
data were voiced 
by multiple  
stakeholders, 
including physi-
cians, patients, 
academics, and 
others 

SCD community 
recommended 
that ICER post-
pone the review 
until more clinical 
evidence was 
available

Disproportionate  
lack of representation 
of BIPOC and SCD 
patients in identifica-
tion of topics

Sole decision 
authority was ICER 
and their voting 
committee 

Review focused  
on incomplete  
evidence that did 
not reflect diversity 
in outcomes based 
on geography or 
demographics

Should  
estimates 
based on 
research in UK 
population be 
used for health 
utility scores?

Health state utility 
estimate as a key 
parameter in disease 
models and cost- 
effectiveness analyses

It is important that 
health state utility  
estimates reflect health 
preferences of the 
modeled population

The ICER SCD review 
used estimates avail-
able in the literature 
for SCD patients in the 
United Kingdom.

Sick Cells and others 
expressed concerns  
in public comments 
and recommended 
that ICER seek 
another source

ICER proceeded 
with use of UK 
population health 
utility estimates 
for model of US 
patient population

Sick Cells voiced 
specific concerns 
with this parameter 
in public comments 
developed with 
consulting health 
economists,  
supported by  
scientific literature

SCD community 
voice was limited 
to these formal 
comments, with 
no involvement in 
internal discussions 
by HTA organiza-
tion’s team

High level of dispropor-
tionate representation 
in evidence base, with 
US SCD community 
and specific segments 
excluded from research 

Use of health utility 
estimates from UK 
population introduces 
uncertainty over  
relevance to US, with 
potential for dispro-
portionate impacts on 
patients’ coverage and 
access to treatments

Centralized  
decision making 
minimized BIPOC 
and other stake-
holders’ influence
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Case Study: 2019 ICER Sickle Cell Disease Review

Table 2, continued

DECISION POINT ISSUE OUTCOME VOICE DISPROPORTIONALITY DECENTRALIZATION

Should  
modeling 
framework or 
methodological 
approach be 
adapted based 
on qualitative 
input from SCD 
community?

Early engagement  
by ICER with the SCD 
community provided 
broad evidence of the 
social and health  
concerns of SCD 
patients, especially in 
terms of racism and 
health equity

�ICER acknowledged 
the importance of 
understanding value 
of SCD therapies in 
this context, as well 
as the limitations of 
existing VAF approach 
to account for these 
issues

ICER chose to 
proceed using 
standard VAF 
approach, 
excluding some 
additional 
patient-important 
outcomes, socie-
tal outcomes, and 
methodological 
changes based 
on concerns that 
evidence is lacking 
and methods are 
unproven

The voice of BIPOC 
members of the 
SCD community 
was explicitly 
sought out and 
documented by 
ICER as part of 
early engagement

Concerns around 
equity, racism,  
and additional  
outcomes of 
importance were 
clearly articulated

These voices were 
not involved in final 
decision processes

Disproportionate 
emphasis on scientific 
justifications over real-
world evidence and 
patient needs

Using traditional VAF 
that excludes equity 
and patient-important 
outcomes presents risk 
of value estimates that 
undervalue therapies 
for BIPOC patients 
and disproportionately 
affect access to helpful 
therapies

Decision making 
centralized in one 
HTA organization 
limits utilization  
of alternative 
data, methods or 
processes

Should 
resources be 
invested to 
ensure patient- 
important  
outcomes are 
included?

Published evidence 
or real-world data on 
patient-important 
outcomes was not 
available

�Inclusion of these 
important outcomes 
depended on having 
supporting evidence 

ICER agreed to 
include one out-
come (missed 
work and school 
due to SCD)  
with evidence 
generated 
through research 
carried out by 
Sick Cells

Intensive  
advocacy by Sick 
Cells required to 
influence ICER to 
consider using 
additional data

Disproportionate 
burden on SCD 
patient community  
to advocate for  
outcomes’ inclusion, 
fund evidence  
generation, and carry 
out research

Note:  These examples represent interpretation from Sick Cells and IVI perspective. See main text for 
supporting references. BIPOC: black, indigenous, and people of color; HTA: health technology assessment; 
ICER: Institutes for Clinical and Economic Review; SCD: sickle cell disease.  
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In some instances, the ICER review process proceeded despite important 

limitations identified by SCD patients and other stakeholders. For example, 

a key concern raised by SCD patients and many in the research and clinical 

communities was the lack of sufficient clinical evidence to support an analysis 

intended to inform coverage and access decisions. In particular, the lack of 

clinical evidence for meaningful comparator therapies and potential exclusion 

of segments of the SCD community in trials were cited as potential sources 

of bias and uncertainty in HTA results. These stakeholders called on ICER to 

postpone the review until additional evidence became available. In this case, 

ICER chose to proceed with the assessment despite these limitations.24

On a more granular level, Sick Cells raised concerns about ICER’s deci-

sion to use health state utility estimates—a key parameter in the model that 

captures patients’ relative preferences for different states of health—drawn 

from a study conducted in the United Kingdom. Given the distinct social, 

racial, and economic differences between the U.S. and U.K., patients were 

concerned that these estimates would inadequately measure value for SCD 

patients in the U.S. ICER acknowledged this limitation but proceeded to use 

the U.K. data to parameterize the model, stating it was “the best available 

data we could find for this input.”24

Both of the above examples illustrate decision points at which ICER, as 

the ultimate decision authority, chose to proceed with modeling and val-

uation despite known limitations in evidence and clear input from BIPOC 

stakeholders concerned about the equity implications of the decisions. 

Notably, both decisions are examples in which BIPOC members and mem-

bers of the SCD community voiced concerns about scientific decisions 

already made by ICER. 

Perhaps more important in the context of health equity are the changes 

and additions to ICER’s approach that SCD community members and others 

called for to account for the importance of equity, racism, and the true value 

of therapy to SCD patients. In these cases, the lack of reliable evidence or 

uncertainty related to methods were more often cited as reasons for inaction. 

The mismatch between conventional HTA methods and the requirements 

of an equity-centered assessment of SCD therapies was clear from the 

outset and was voiced by the SCD community as a major concern for ICER’s 

review.25 With this assessment, ICER was explicitly confronted with the need 

to account for racism and racial equity as a critical element of understand-

ing value. Extensive qualitative evidence from early outreach with SCD 

patients and their caregivers made clear to ICER the importance of racism 

and racial equity in understanding SCD.26,27

Case Study: 2019 ICER Sickle Cell Disease Review

The mismatch 
between 
conventional HTA 
methods and the 
requirements of 
an equity-centered 
assessment of 
SCD therapies 
was clear from the 
outset 
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Case Study: 2019 ICER Sickle Cell Disease Review

Patient groups, members of the SCD community, and other stakeholders 

advised ICER to develop an equity-sensitive value assessment framework 

that could more accurately measure value for the SCD community. The HTA 

team within ICER was prompted to make a choice: continue with the review 

using its conventional Value Assessment Framework or explore adaptations 

to the framework to address the issues identified by SCD patients. ICER ulti-

mately decided to utilize their conventional Value Assessment Framework 

without adaptation, arguing that: 1) the methods needed to ensure equity 

considerations were addressed in the value assessment were not sufficiently 

established in the field; and 2) there was not sufficient evidence available to 

account for BIPOC patient-identified outcomes of importance.24 

In developing the model, many patient-important outcomes—transpor-

tation costs and annual pain events treated outside the hospital system, for 

example—were omitted from ICER’s analysis entirely despite strong and 

repeated emphasis on their importance in qualitative input from the SCD 

community because the evidence was deemed inadequate. The exclusion 

of these outcomes from the model effectively assumed that the impact of 

these outcomes on value is equal to zero, meaning that any value estimate 

lacking these outcomes may systematically bias results and, in the case of 

an illness like SCD, perpetuate issues like stigma and patients’ experiences 

of racism during pain events. 

From a practical standpoint, of course, ICER was unable to include out-

comes in the model without relevant evidence. This nonetheless represents 

a choice in the HTA process: given the lack of evidence, should the review 

proceed—and if the need to proceed is urgent, should additional steps be 

taken to ensure high-importance outcomes are included? 

ICER elected not to delay the review due to lack of evidence, nor to collect 

evidence through research of its own. In the case of one patient-important 

outcome, missed work and school due to the disease, Sick Cells successfully 

advocated for inclusion of the outcome in ICER’s CEA modeling. Realizing 

this change in ICER’s process required an intensive effort and investment of 

resources by Sick Cells to collect primary data by developing and fielding a 

survey of the SCD community. ICER provided Sick Cells $5000 in funding 

support to conduct the work needed to generate this important evidence. 

Sick Cells estimates its outlay for health economics expertise, community 

engagement, and analysis of the survey at $50,000.

In light of the relatively limited resources available to patient and commu-

nity groups, particularly those representing BIPOC communities, this points 

to disproportionate burden on patient communities to identify and fund 

the evidence generation needed to correct equity-blind value assessment 

processes and analyses.

Many patient-
important 
outcomes—
transportation 
costs and annual 
pain events 
treated outside 
the hospital 
system, for 
example—were 
omitted from 
ICER’s analysis 
entirely 
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Case Study: 2019 ICER Sickle Cell Disease Review

DECENTRALIZATION AND IMPACTS ON SCD COMMUNITY

Centralization of decision making, as discussed, is a primary determinant 

of the voice (or lack thereof) of the SCD community in the 2019 SCD review, 

but centralization of the HTA process arises in other important dimensions. 

In particular, the centralized focus on a generalized national U.S. SCD population 

in both the evidence base and in ICER’s review has implications for the represen-

tativeness of results. The ICER review, limited by the available evidence, was not 

able to provide results reflecting differences in geography, income, or insurance 

coverage, for example. This leads to potential misrepresentation of costs and 

benefits to specific populations and disproportionate impacts and risks to these 

populations flowing from decisions informed by the results.

For example, Medicaid is the nation’s largest insurance program for 

people with SCD and a major source of coverage for BIPOC beneficiaries, but 

ICER’s SCD analysis did not include data from Medicaid databases. Instead, 

their primary sources were data from commercial or Medicare populations.24 

Individuals with commercial insurance have been shown to experience fewer 

acute complications than those insured through public insurance programs,23 

which suggests this assessment may be fundamentally flawed in measur-

ing value within the largest SCD population, specifically those covered by 

Medicaid. Through attendance at various Medicaid Drug Utilization Review 

Board and Pharmacy and Therapeutics (P&T) committee meetings,  

Sick Cells has observed how public officials have utilized ICER’s report to 

inform coverage policies and decision-making, raising concerns for the 

potential widening of health inequities across the SCD population without 

proper analysis of the costs and benefits to this population.28
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From Implications to 
Recommendations: 
Advancing Racial 
Equity in HTA

Understanding the racial equity implications of HTA processes is  

critical—the coverage, access, and pricing decisions it shapes have direct 

consequences for the health and wellbeing of all patients but may be espe-

cially consequential for BIPOC communities.

To ensure that HTA and value assessment support greater racial equity, 

the Innovation and Value Initiative, together with Sick Cells and an advisory 

group of experts in health equity, are engaged in a multi-year effort to identify 

and prioritize changes needed in both process and methods. As a first step 

in developing a framework for advancing health equity in HTA, the REAP 

Framework is a helpful approach to mapping and examining the complex 

factors influencing equity in both the process and outcomes of HTA.

This initial analysis and case example point to several key issues that the 

entire field of HTA must address. 

BIPOC COMMUNITIES AND PATIENTS MUST HAVE MEANINGFUL 
VOICE—AND POWER—IN THE HTA PROCESS

Members of affected BIPOC and patient communities bring vital insights 

through their lived experience—understanding of racial equity, disease 

features, outcomes of importance to patients, and factors that influence 

decision-making and adherence, for example. HTA practitioners must pri-

oritize and support mechanisms and processes that ensure such inputs are 

heard and accounted for. 

To achieve this, the basic mechanisms for HTA decision making must be 

reconsidered and revised. HTA organizations should recognize the need 

to include members of affected populations as equals in planning and 

From Implications to Recommendations: Advancing Racial Equity in HTA

· ��BIPOC communities and 

patients must have  

meaningful voice—and 

power—in the HTA process

· ��The evidence base and HTA 

methods must be improved 

to remove implicit biases

· ��HTA must be understood as 

a product of and contributor 

to systems of inequity  

and bias

KEY ISSUES HTA  
MUST ADDRESS
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executing HTA projects from the beginning, at a minimum.§ Clinical and 

academic researchers should similarly prioritize community-based and 

partnered research to ensure the ongoing generation of evidence and meth-

ods reflects the perspectives of historically underrepresented communities. 

In both cases, patient and community collaborators should be recognized 

and compensated for their time and contributions.

Ensuring inclusivity is the responsibility of those actors with greater 

influence and resources—namely, the HTA organizations, health technology 

manufacturers, insurers, and purchasers. These actors have an obligation 

to conduct HTA (or to demand that it be conducted) through processes that 

include BIPOC communities—including outreach, engagement, inclusion in 

co-creation and co-authorship, and financial support. There are few existing 

mechanisms to ensure accountability for inclusive practices, but as the first 

step, all organizations engaging with HTA processes must take explicit steps 

to hire leadership and staff from BIPOC communities and other underrepre-

sented groups. This is a priority not only for HTA organizations but also for 

actors such as pharmaceutical firms, insurers, and patient groups.

THE EVIDENCE BASE AND HTA METHODS MUST BE IMPROVED 
TO REMOVE IMPLICIT BIASES

If the U.S. is to conduct HTA that promotes racial equity, significant effort 

is required to advance the scientific methods available and refocus the 

research enterprise to produce the evidence needed to discern the value of 

health care for BIPOC patients, other patients, and society.

Steps are already being taken in this direction. New methods are gaining 

traction—distributional comparative effectiveness analysis (DCEA),29 used 

to examine how the value of therapies may vary across a population, is one 

example. Such methods require vigorous evaluation and testing in analy-

ses to ensure fit-for-purpose. In addition to methodological innovation in 

modeling and analysis, improvements in direct engagement and evidence 

generation regarding the lived experience of diverse patients, families and 

caregivers are equally important. Though progress has been slow, FDA 

continues efforts to increase representativeness of BIPOC communities in 

clinical trials.30,31 Recent revisions to strategic plans for the Patient-Centered 

Outcomes Research Institute (PCORI)32 and Centers for Medicare & Medicaid 

Services (CMS) include explicit prioritization of equity as a focus of their 

work,33 and the Centers for Medicare & Medicaid Innovation (CMMI) recently 

took the admirable step of publishing an analysis of implicit bias in its model 

portfolio.34

From Implications to Recommendations: Advancing Racial Equity in HTA

Ensuring 
inclusivity is the 
responsibility of 
those actors with 
greater influence 
and resources

§ IVI is modeling such an approach in the development of its current model in major depressive disorder 
(MDD), with a multi-stakeholder Advisory Group both guiding HTA processes and supporting research 
efforts. These projects are ongoing but already benefiting from this approach.36 Such approaches may also 
serve as intentional first steps and guideposts for more racially representative HTA processes.
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From Implications to Recommendations: Advancing Racial Equity in HTA

Academic researchers, manufacturers, and clinicians designing studies 

must follow suit and increase representation by hiring researchers from 

BIPOC communities, engaging BIPOC individuals as partners and even 

co-creators in research, investing in ensuring studies recruit a truly repre-

sentative sample population, and pursuing research to advance theory and 

methods to quantitatively (and qualitatively) incorporate relevant issues in 

HTA modeling and analysis.

Moreover, HTA practitioners, the scientific community, and the decision 

makers using HTA findings must rapidly embrace changes in process and 

advances in methods to ensure a learning HTA system that tests and improves 

methods in practice.35 Delaying use of methods until thoroughly tested and 

established in academic canon simply serves to delay consideration of racial 

and health equity in HTA.

HTA MUST BE UNDERSTOOD AS A PRODUCT OF AND 
CONTRIBUTOR TO SYSTEMS OF INEQUITY AND BIAS 

We must recognize that HTA is not an objective scientific process standing 

apart from social concerns like inequity in our policy, payment, and delivery 

systems. Longstanding systemic and structural racism defines the contexts 

that underlie health care, clinical research and HTA. 

Progress in equity-centered HTA is possible. To achieve racial equity 

and begin to dismantle structures that reinforce racism, all actors involved 

will need clear understandings of the interplay between HTA and systemic 

racism, and how the broader community engages in meaningful discussion 

and action around the issue.

Progress  
in equity- 
centered HTA  
is possible. 
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Conclusion

Understanding the environmental dynamics and process mechanisms 

that shape the creation and use of HTA in the U.S. is a critical first step 

toward addressing its potential impacts on racial and health equity. 

The analysis and discussion above highlights three key areas for 

improvement:

1. 	Engagement, inclusion, and voice of BIPOC communities in HTA

2. 	�Exploration of evidence generation and methods to support  

equity-centered HTA

3. 	�Recognition of HTA’s position within wider systems of racism 

Further work is encouraged to identify the mechanisms that undermine 

equity in these three areas, better understand racial equity concerns in HTA, 

and identify and implement actionable steps to prevent the perpetuation of 

racism in healthcare decision making. 

Conclusion
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Appendix Table 1: Defining Key Terms 

HEALTH TECHNOLOGY 
ASSESSMENT (HTA)

A multidisciplinary process that uses explicit methods to determine the value  
of a health technology at different points in its life cycle. A health technology is 
the application of organized knowledge and skills in the form of devices, medi-
cines, vaccines, procedures, and systems developed to solve a health problem 
and improve quality of life for individuals affected.

HTA ORGANIZATION In this paper, refers to any institution within which U.S. HTA is conducted by 
teams of individuals including both internal staff and external consultants.  
May include payers, pharmaceutical manufacturers, nonprofits, professional 
organizations, and others.

VALUE ASSESSMENT (VA) A key component of HTA that entails the comparison of the relative benefits  
to the costs of a given technology or service for a specific person or population. 
Though distinct from the definition of HTA, this paper includes VA under the 
general term HTA. 

COST-EFFECTIVENESS 
ANALYSIS

A method to examine both the costs and health outcomes (i.e., effectiveness)  
of one or more interventions. An intervention is compared to another interven-
tion (or the status quo) by estimating the cost of gaining an additional unit of a 
health outcome such as a life year gained or a case prevented.

HEALTH ECONOMIC 
MODELING

A set of analytic approaches in health economic analysis that synthesize clinical, 
epidemiological, and economic evidence from different data sources into an 
evaluation framework that enables researchers or decision-makers to generate 
estimates for specific outcomes of interest. Models are simplified representa-
tions of the real world to inform decision-making.

RACIAL EQUITY A system that aims to give all people, regardless of race, what they need to enjoy 
full, healthy lives.

HEALTH EQUITY “The state in which everyone has a fair and just opportunity to attain their 
highest level of health. Achieving this requires focused and ongoing societal 
efforts to address historical and contemporary injustices; overcome economic, 
social, and other obstacles to health and healthcare; and eliminate preventable 
health disparities.”**

**�
Centers for Disease Control & Prevention. “Health Equity.” Accessed September 12, 2022.  
https://www.cdc.gov/healthequity/index.html
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Appendix Table 2: Adaptation of REAP Framework

The REAP Framework†† identifies the following key considerations for assessing 

racial equity in public policy, but these can also be adapted to the HTA context:

RACIAL EQUITY 
CONSIDERATION REAP DEFINITION FOR POLICY HTA CONTEXT

Disproportionality “… refers to the way policies differentially 
allocate benefits and burdens to racial 
groups. Disproportionality can involve 
disparities in the distribution of beneficiaries 
of a given policy, such as the proportion of 
Medicaid beneficiaries who are Black;  
incongruity in the proportion of a racial 
group affected by a policy, such as the 
proportion of Black people who are Medicaid 
beneficiaries; disparities in benefit size and 
take-up; and differences in the share of  
benefits that some racial groups receive 
relative to others”

Includes unequal inclusion of BIPOC  
communities and relevant data in research, 
as well as allocation of authority and power 
in decision making 

Decentralization “… the level of government through which  
a given policy benefit or burden is designed 
or implemented. In the U.S. system of  
federalism, national, state, and local  
governments have the power to affect a 
wide variety of policy outcomes — often 
with striking consequences for racial 
equity.”

Practice of HTA in US is highly decentralized, 
conducted by non-governmental organiza-
tions with varying levels of transparency and 
no formal accountability; decentralization in 
HTA pertains to this consideration, as well as 
the degree of centralization in HTA decision 
making and authority

Voice “… the ability of communities of color to 
shape the policy environment. Equity and 
voice are intertwined, because policy  
processes that incorporate the voices of 
people of color are better positioned to  
facilitate racially equitable outcomes.”

Translates directly to HTA context, but  
with additional consideration of inclusion 
and power of BIPOC communities in  
decision making

†† �
Michener J. A Racial Equity Framework for Assessing Health Policy. Commonwealth Fund.  
doi:https://doi.org/10.26099/ej0b-6g71
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