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IVI Is Leading 
at a Crucial Moment

Reflecting on 2020, it was a year like no other. The COVID-19 pandemic was 
unprecedented and brought far-reaching change in the global economy, science, 
health inequalities, and how we value our investments in health care.

What became painfully clear as the pandemic wore on is that our health care 
system, already under enormous strain and pressures, was ill-equipped to respond 
to a public health crisis of this magnitude. Tension emerged about how resources 
are allocated across public and private health systems, and about the tradeoffs that 

challenge those that deliver, pay for, and receive care. 

At the same time, awareness grew about the relevance of patient differences for both treatment choice 
and vaccine adoption and outcomes, and of the personal loss and cost burdens borne by patients, 
families, communities, and nations that surpass the price of a drug or intervention. 

Emerging from an equally tumultuous political transition, there is consensus that our health care system 
must focus to a far greater extent on value and innovative health solutions, including digital health, 
greater access to care, new sites for care delivery, and evidence-based medicine. New approaches 
are needed to contain health care costs and reimbursement linked to health outcomes and value is an 
integral component of new payment models. Health care costs are one key variable in the complex 
equation that results in value to our society. 

Which brings me to the important contributions of the Innovation and Value Initiative. 

IVI is doing the important work of developing new frameworks for value assessment that test evolving 
methods and incorporate multiple perspectives. Our principles reflect our belief that value assessment 
must be a capability that informs careful balancing of resources with broader benefits for society. 

IVI believes the patient voice must be incorporated at all stages of value and health technology 
assessment. And while the cost of treatments and drugs is a key concern, listening to patients gives us 
insights on other aspects of treatment patients think are important. These include patients’ ability to be 
productive and employed; impacts on their families and caregivers; and patients’ ability to be hopeful 
about their prognoses. Such learning is critical to improving the science behind new treatments, defining 
optimal treatment pathways, and measuring impact on health and well-being.  

To realize this new vision for value assessment, IVI embraces an inclusive approach that brings together 
a range of stakeholders — patients, researchers, providers, and payers. IVI’s Open-Source Value Project 
demonstrates our commitment to fully transparent and freely available resources for health technology 
assessment. Both are crucial components of a trust-based dialogue about measuring and paying for value.

IVI’s patient-centric, transparent approach to value assessment is right for our times. The challenges 
confronting our nation’s health and health system need creative solutions that can adapt to evolving 
science, new methods, and a broader definition of value. I hope you’ll get involved with our work.

Samuel Nussbaum, MD
Board President, Innovation and Value Initiative
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Living Out 
Our Principles

During a challenging year for our country — and the health and well-being of its 
people — IVI has managed to stay the course in building tools and methods to 
improve value assessment in health care.  

In late 2020, the IVI team developed Principles for Value Assessment in the U.S. 
We weren’t starting from scratch; patient-centricity, transparency, and fully open-
source models have been hallmarks of our approach since the organization’s 
inception. 

But more fully articulating our guiding principles was an important exercise. Our vision for high-quality 
value assessment doesn’t quite match the prevailing methods, so we thought it valuable to succinctly 
make our case. And these principles don’t sit on a shelf; they’re a roadmap of sorts for our leadership 
and staff as we work to realize our vision.

IVI believes that patients should be included in the modeling process. We invest heavily in research to 
identify new methods so that patient input can be authentically represented. Our first Methods Summit 
in 2020 brought together a range of stakeholders to grapple with these issues. The collective learnings 
provided important direction to our work, and I’m pleased to report that the Methods Summit will be an 
annual event.

IVI is nimble. As the grim reality of the COVID-19 pandemic became clear early in 2020, we convened a 
webinar series in collaboration with The International Society for Pharmacoeconomics and Outcomes 
Research, exploring healthcare access, the role of research, and the need for global collaboration. 
As the world was upended by this pandemic, IVI played a small role by exploring its impacts on the 
healthcare infrastructure. 

I’m proud to say the IVI team has been living out these principles effectively. There is meticulous work 
ahead to develop patient-focused, adaptable models for value assessment — and IVI is doing that 
hard work, collaboratively and deliberately. The new economic model under development for major 
depressive disorder, under the guidance of a multi-stakeholder Advisory Group, is but one example.

I hope this report will give you a better sense of our work. And if you see alignment with our vision, I 
encourage your organization to become a member. As an independent nonprofit, member involvement 
is key to IVI’s continued success. 

Jennifer Bright, MPA
Executive Director, Innovation and Value Initiative
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https://www.thevalueinitiative.org/principles-for-value-assessment-in-the-us/
http://www.thevalueinitiative.org
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Authentic Patient-Centricity
IVI created the Patient Advisory Council in 2020 
to ensure that patient-centricity and transparency 
remain central to its research and programs. 
Comprised of patient advocates and leaders, the 
council’s deliberations help inform research strategy 
and priorities for IVI — and foster authentic patient 
engagement. 

As part of developing its next Open-Source Value 
Project model in major depressive disorder, IVI is 
partnering with the Patient-Driven Values in Healthcare 
Evaluation Center at the University of Maryland to pilot 
the use of patient-derived value elements. The model 
will prioritize elements that matter most to people 
living with this condition. Life impact and social impact, 
for example, are important elements typically not 
incorporated in value assessment. 

X ��IVI is expanding patient 
partnerships in governance, 
priority setting, and the 
creation of models. Our 
founding principle is that  
value assessment should 
reflect the diversity of  
patient experiences.

If 2020 has meant anything it has meant redefining 
what we value in health and healthcare. The role that 

IVI can play has only become more essential.
 —Donna R. Cryer, JD, Founder & CEO, Global Liver Institute

https://www.thevalueinitiative.org/Patient Advisory Council/
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Advancing the Science

In early 2020, IVI released an updated version  of 
its economic model for rheumatoid arthritis (RA) 
therapies. Iterating and improving on models is a 
hallmark of the development process. The improved 
model incorporates additional treatment options, 
updated treatment effect estimates based on 
additional randomized controlled trial evidence, 
and updated cost estimates. The model helps 
decisionmakers identify high-value therapies 
by simulating the lifetime costs and benefits of 
different strategies for treating patients with 
moderate to severe RA.

IVI believes that active engagement from a variety 
of stakeholders is key to developing patient-
centric value models. Since its inception, the major 
depressive disorder model has been informed 
by a 20-member Advisory Group. Comprised of 
patients, employers, clinicians, innovators, payers, 
and researchers, the Advisory Group has yielded 
valuable insights for model design. 

An ongoing challenge in value assessment is 
quantifying and measuring patient preferences. 
Through a partnership with the RAND Corporation, 
IVI is exploring the potential of direct patient input 
to inform value and health technology assessment. 
Via online patient communities, RAND researchers 
tested a system for collecting patient-important 
outcomes using goal attainment scaling, with the 
ultimate goal of incorporating the value of care to 
patients themselves.  

X �Anchored by the Open- 
Source Value Project, 
improving the science of 
transparent value assessment 
was perhaps IVI’s most  
notable contribution in 2020. 
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Employers need value assessment models 
that incorporate real-world patient 

experience and employer-relevant costs 
and sources of value, including absence 

and productivity consequences. With 
a more comprehensive understanding, 
employers can feel confident in offering 
higher-value benefits to employees and 

their families.
 

—Bruce Sherman, MD, Medical Advisor

National Alliance of Healthcare Purchaser Coalitions  

million invested in research 
projects in 2019 and 2020

$1.65

http://www.thevalueinitiative.org
https://www.thevalueinitiative.org/open-source-value-project/
https://www.thevalueinitiative.org/open-source-value-project/
http://www.thevalueinitiative.org


6   2020 Annual Report

* PCORI Eugene Washington Engagement Award (EAIN #00101-IVIF)

Convener for Value Assessment

IVI hosted a first-of-its-kind Methods Summit in 
February 2020, supported by a Patient-Centered 
Outcomes Research Institute award.* A cross-
section of healthcare leaders identified gaps in 
value assessment and prioritized scientifically valid 
avenues for doing better — from improving data 
inputs, to understanding better total cost of care 
factors, to evaluating novel methods. Plans are in 
place for a Methods Summit in fall 2021.

The COVID-19 pandemic has disrupted myriad 
aspects of daily life worldwide. IVI and The 
International Society for Pharmacoeconomics and 

Outcomes Research responded with a series of 
five webinars. Experts explored healthcare access, 
the role of scientific research, the need for global 
collaboration in achieving effective (and cost-effective) 
care — and the role that value and health technology 
assessment can play amidst this grave pandemic. 

X ��As IVI does the painstaking 
work of improving the 
methods for patient-centered 
value assessment, convening 
forums for broad input and 
collaboration is crucial.

Andrew Hu, MPP, Director of Public Policy & Government Relations for the Patient-Centered 
Outcomes Research Institute, addressing participants at the IVI Methods Summit in February 2020.

participants in National Alliance of 
Healthcare Purchaser Coalitions/
National Health Council roundtables 
with patient group and employer 
representatives, funded by IVI

708

35

73

participants in IVI-ISPOR 
COVID-19 webinar series

organizations 
represented at 
2020 Methods 
Summit

https://www.thevalueinitiative.org/webinar-archive
https://www.thevalueinitiative.org/webinar-archive
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Making the Case

X �Armed with a new vision for value assessment, 
IVI is making its case in the “public square.” 

Jennifer Bright of The Innovationand Value Initiative: Five ThingsWe Must Do To Improve The USHealthcare System
Dr. William Seeds Follow
Jul 30, 2020 · 11 min read

Collaboration has to happen. An open learningenvironment and sharing of data has to be the norm.And we have to stop saying it’s diHcult and insteadleverage data for action by taking down the wallsand making value assessment an open environmentfor learning and collaboration — so that we candetermine a beneKt to everyone.

a part of my interview series with leaders in healthcare, I had thepleasure to interview Jennifer Bright.

Jennifer is an Executive Director for the Innovation and Value Initiative (IVI).Mrs. Bright brings over two decades of health care policy, issue management,patient advocacy, and executive leadership to the position. She is president ofMomentum Health Strategies and most recently served as Executive Directorfor the Society for Healthcare Epidemiology of America (SHEA), a non-proGtmedical society representing physicians, advanced practice nurses, andresearchers with expertise in healthcare epidemiology and infection prevention.Jennifer’s prior executive leadership at the National Mental Health Association(now Mental Health America) focused on advancing policy initiatives at thestate and local level. Her career has also included issue analysis and strategicissue management for corporate clients at state-focused lobbying Grms.

Thank you so much for doing this with us! Can you tell us a story aboutwhat brought you to this speci:c career path?

experienced the harsh realities of our healthcare system at an early age.When I was an 18-year old, both of my parents were diagnosed with latestage cancers. Neither of my parents had experienced any other healthissues.

Even though my parents were in the military health system and had fullaccess to care, their experience taught me that when it comes to healthcare, patients and families are on their own to navigate and advocate forcare and treatment that serves both their physical and mental wellbeing butalso their quality of life. And that’s not the way it should be.

The lack of communication, the fact that nobody even asked my parentswhat their treatment goals were, and the assumption that only theclinicians knew what was best — despite the fact that a lot of medicine isexperimental — all led me to conclude that someone has to be an advocatefor the patient.

I was 18. I didn’t understand policy. I didn’t understand oncology. But Icouldn’t believe that nobody was listening to my parents.

Throughout my career I have worked to change this hard truth that, despitebeing the ultimate healthcare consumer, the voice of patients is oftenmuted or overshadowed by other actors and by incentives that have less todo about health outcomes that matter to them. My true north as a patientadvocate, in public policy, and now in the realm of value assessment hasalways been how do we use all the science, technology, data AND the insightsfrom the patient to improve health and wellbeing?

The dedication to grappling with diIcult questions in health care — howwe allocate resources and think about optimizing choice and sequence oftreatment — is exactly what we’re endeavoring to do at the Innovation andValue Initiative (IVI) and it’s what attracts me to this organization’s mission.Key questions we’re exploring include: How can we improve methods toincorporate patient perspectives and real-world data into value assessmentmodels? How can we reRne methods for identifying patient preferencesthat inSuence outcomes and should inSuence the entire researchenterprise? How can we use modeling to foster a broader, more inclusivediscussion about the concept of value in a way that serves the interests ofboth payer/purchaser and the community of patients?

Can you share the most interesting story that happened to you sinceyou began leading your company?

Earlier this year, we hosted our Rrst collaborative summit to examine gapsin both the methods to gather and assess value, as well as how to put novelevidence-based methods into practice. This was an incredibly diverse forumand we had leaders from patient communities, health economics, healthplans, employers, providers and industry at the table.

My concern entering the summit was that stakeholder viewpoints regardingthe best way to measure value were so polarized it would inhibit our abilityto bring people together around a set of common principles. However, atthe summit my “aha” moment was that we had far more consensus than IRrst assumed.

We had widespread agreement that we must create a learning laboratory todig in and Rgure out the priorities for improving value assessment methods,for understanding the decision contexts that value assessment should seekto facilitate and for accelerating the methods and data inputs that willaccount for patient perspectives and other relevant real-world data. Forexample, how do we measure and account for factors like missed days ofwork, lost productivity, the power of hope, or the burden on caregiverswhen we examine the value of a new drug or healthcare intervention?
We’re building on this momentum with a robust research agenda andengagement that will build further collaboration among all stakeholders.

What makes your company stand out? Can you share a story?
What sets IVI apart in this Reld is our philosophy that value assessmentscience (the methods) and practice (the process) can be improved and theapproach should be fully transparent, our steadfast commitment to puttingpatient perspectives at the beginning of value assessment, and our focus onbringing diverse stakeholders together in our laboratory to test and reRnenew approaches. At the end of the day, IVI exists to make value assessmentboth scientiRcally credible and relevant.

When we launched the Open-Source Value Project (OSVP) economic modelto assess the value of non-small cell lung cancer treatments, the conceptwas to build a model in oncology that examines the sequences of availabletreatments, since typically in oncology a patient will take multiple coursesof di\erent drugs and therapies.

Our Rrst action was to engage a diverse group of cancer patientorganizations across disease states — lung, colorectal, prostate etc. — togive us insights about where new therapies were emerging, where patientdiversity and perspectives on care might not be well represented in valuedialogue, and where there was opportunity to challenge conventionalthinking about calculation of cost-e\ectiveness. That led us to focus on non-small cell lung cancer, a disease state where many therapies are emerging,yet the clinical evidence is still unclear. This story highlights how we goabout our work: we’re driven by patient’s needs and their input, which wediscerned in concert with two patient organizations through our researchand model development process.

Can you share with our readers about the innovations that you arebringing to and/or see in the healthcare industry? How do youenvision that this might disrupt the status quo? Which “pain point” isthis trying to address?

We have seen an enormous amount of attention to healthcare pricing andthe Institute for Clinical and Economic Review’s (ICER) attempts todetermine fair and value-based prices. ICER’s work certainly contributes animportant piece of the value conversation, but the approach has lesstransparency to all stakeholders and they continue to strive to improve theability to involve patient perspectives. IVI’s role is to push us all forward;we’re driving a conversation about how healthcare leaders can explorebetter ways to measure value that includes the Sexibility to see perspectivesof patients that may not be represented in the gold-standard clinical datathat traditionally feeds cost-e\ectiveness evaluation.

To give one example, I’m especially excited about one project we’re juststarting to assess the value of treatments for major depression. We arebringing together patients, payers, employers and others to discuss whatdecision problems payers and employers face that can be addressed bymodeling and to deRne what data inputs we need to consider and measureto understand treatment value. We know that depression is a highlyprevalent condition and often occurs along with other chronic healthconditions. We also know that depression has a huge impact on employersin the form of loss of work productivity, on the wellbeing of individuals andfamilies and on total health care costs. At the same time, we haven’t yetleveraged all the data inputs that are available to really understand theoptimal sequences of treatment (both pharmaceutical and non-pharmaceutical) for patients with this diagnosis or to examine how suchoptimal therapy might di\er for subgroups. Beyond looking at price of anindividual intervention, we think there are opportunities to improve carepathways and to rethink beneRt design in ways that incorporate real-worlddata insights and patient perspectives.

What are your “5 Things I Wish Someone Told Me Before I Started” andwhy.

The top Rve things I wish someone told me before I started at IVI:
1. Working in an open-source environment is challenging. Our valueassessment models are all open source, and engaging communities inthat environment is complex. Building crowdsourcing into modeling isdiIcult, but so important.

2. That there will be a large amount of inertia to overcome especially whenit comes to everyone staying in their silos. Out of the box thinking toooften get stymied by a lack of motivation to collaborate. I understandwhy research or employer and payer data is proprietary. Creating anopen forum for learning and rapid-cycle improvement is the goal, anddoing so can beneRt all of us. DeRning how and what inputs yield apicture of value shouldn’t be the realm only of those holding the data orthose invited by virtue of power, size or incentive.
3. The large amount of patient input that is sidelined and lacks authenticenergy. I’m very proud that IVI is working with our patient partners andadvisors to advance the inclusion of patients into modeling and I’m veryencouraged we’re seeing shifts in the process of other actors toaccelerate patient involvement on the front end.

4. That the focus in the US on price as analogous to value was going to be ahard paradigm to shift. While methods experts are working to advanceapproaches that address emerging issues, like how we account for thevalue of preventing spread of contagion or how we assess curativeinterventions, value assessment remains a complex math problem thatrequires signiRcant skill and data to make it relevant to a decisionmaker. Wider considerations like how value assessment could informclinical pathways or beneRt design just don’t have enough traction yet,but I hope that will evolve.
5. How challenging it would be to continue building the structure andnarrative of an organization in the midst of its crucial proof of conceptstage. Value assessment landscape is changing daily and is driven byexternal factors, namely the demand on our strained healthcareresources. Advocating for and testing concepts of change takes time andyet the demand for binary answers right now challenges our ability tocommand attention.

Let’s jump to the main focus of our interview. According to this studycited by Newsweek, the US healthcare system is ranked as the worstamong high income nations. This seems shocking. Can you share withus 3–5 reasons why you think the US is ranked so poorly?
A number of reasons stand out as to what’s wrong and needs to change toimprove health and healthcare in the U.S.

1. Our healthcare system is oriented around the business of healthcarerather than the health of people. The orientation should be about howto make society healthier rather than on delivery.
2. The gross inequality in access, delivery, and appropriateness of care areso glaringly problematic. It’s just not acceptable in 21st Century Americathat too many worry about basic healthcare and being shut out of thesystem and left to die in a modern society.

3. The false narrative that patients will storm the castle and demand highpriced healthcare endlessly. That’s not accurate for anyone who isconfronting a chronic illness or a crisis. People want a basic level of carethey know works. So, we need to boldly say everyone should be able towalk into a clinic to get preventive care, dental care, a Su shot, or ascreening for depression or for cancer. Access to care today avoidsneedless high-priced care tomorrow. Access to care is in service of goodRscal stewardship.

4. We still have a broken payment system that doesn’t reward for value andshifts costs. The dichotomy is striking. In some private plans, we have anover-extension to high-priced, low value care at the same time wecannot extend basic Medicaid beneRts for much needed high-value care,like preventive services. We know which healthcare interventions saveresources in the long-term, yet we’re still not investing consistently inexpanded access to those interventions.
5. We have a data for action problem. We reward new research, whichoften takes a decade or more to be applied. While many historicaldisincentives exist to break down silos and share data for actionableresearch, the COVID-19 pandemic has had the e\ect of acceleratingopen science and shared data. And today, with remdesivir approved asan investigational antiviral drug for conRrmed COVID-19 and clinicaltrials beginning on a vaccine, society is seeing some of those beneRtsnow. But it shouldn’t have to take a crisis to force common-goodthinking about solving our most pressing challenges in health care. Wecannot be the globally revered healthcare system we think we are if weonly act in a crisis.

You are a “healthcare insider”. Can you share 5 changes that need tobe made to improve the overall US healthcare system? Please share astory or example for each.

My top Rve changes to improve health care:

1. Agree on universal access on basic beneRts. Doing so will reward high-value care and de-emphasize high cost care that delivers low value.2. Serious payment reform that improves access to high-value healthcarefor all and moves us beyond tiered access to care based on societalfactors.

3. Make research transparent and focus on real world data and application,where it can make a di\erence. Spend more on changing culture anddelivery of health care.
4. Widen the value conversation by examining value for whom. We need tounderstand the impact of drugs and interventions on di\erentpopulations. We can’t continue the status quo, for example, of havingclinical trials with predominately white males when we know thisdoesn’t reSect the real patient population. We have the means toaccelerate change, but we often lack the will based on legal, Rnancialand intellectual property constraints. That needs to stop.5. Continue to make patient-centeredness the Rrst order of healthcare. Putpatients at the table at every phase — from deRning the problem to besolved by an intervention to examining value and deRning whatinterventions are worth, to measuring whether we achieve outcomesthat matter to the individuals confronting disability or disease.

Thank you! It’s great to suggest changes, but what speci:c steps wouldneed to be taken to implement your ideas? What can individuals,corporations, communities and leaders do to help?

Collaboration has to happen. An open learning environment and sharing ofdata has to be the norm. And we have to stop saying it’s diIcult and insteadleverage data for action by taking down the walls and making valueassessment an open environment for learning and collaboration — so thatwe can determine a beneRt to everyone.

What are your favorite books, podcasts, or resources that inspire youto be a better healthcare leader? Can you explain why you like them?
The late great Uwe Reinhardt’s book, Priced Out, has inspired my thinkingthat we can Rnd common ground to build a healthcare system that makessense and works for the people receiving care.

John Carreyrou’s book, Bad Blood, is a reminder of how our system breedsbad actors and, to me, showcased the risks and consequences of creating anenvironment where no accountability exists if business investment takesprecedence over everything else. To me, it’s a clarion call for the importanceof accountability.

I am very inspired by Seth Godin’s blog. Seth thinks outside the box and hisadvice for authenticity in business speaks to me.

While I also read all the health and health policy journals, I am quiteinspired by the trend for journals to move to open source. I believe this isessential to speeding up innovation.

And lastly, I’m inspired by everything IVI publishes!!

How can our readers follow you on social media?

You can follow IVI on Twitter, @IVI_health or on LinkedIn.

Thank you so much for these insights! This was so inspiring!
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Introduction

Economic theory suggests that patients as the ultimate consumers of care are an essential component of

any assessment of value in healthcare [1, 2]. Economic analysis aims to support efficient resource

allocation by shedding light on the value of available alternatives, but capturing patient-centered value

remains the focus of much theoretical debate and methodological uncertainty. Major advances not only

in methods for patient-centered value analyses but also in building a patient-centered research

environment are needed. We are making early progress, but this can be accelerated through coordinated

and collaborative efforts.

In the healthcare context, “value” can be defined in many ways, but economists generally view value as

the relative benefits, costs, and risks of competing alternatives. Applying this definition, healthcare

value assessment is the systematic evaluation of the relative benefits and costs of medical technologies

and healthcare interventions to guide budget-constrained resource allocation decisions [3]. Value

assessment, also referred to as health technology assessment, draws upon methods and evidence from

medicine, epidemiology, and economics for health-state utility measurement, health economic

modeling, and decision analysis to evaluate the value of healthcare interventions in terms of their

benefits relative to their costs.

Much debate surrounds what exactly should be included in estimating benefits and costs, however, and

the growing use of value assessments in coverage and reimbursement decisions around the world has

been accompanied by widespread calls for better representation of patients’ experiences. A common

criticism of cost-effectiveness analyses, for example, is that the use of quality-adjusted life-years to

capture the benefits of therapies does not adequately capture societal benefits or the relative importance

of various outcomes to patients [4]. Some health technology assessment agencies and value assessment

organizations (e.g., the Institute for Clinical and Economic Review in the USA and the National Institute

for Health and Care Excellence in the United Kingdom) include qualitative data on patient experience as

a supplement to quantitative value assessments, but patient-centered quantitative assessment remains

an aspiration [5,6,7,8,9].

Several specific considerations must be addressed for quantitative value assessments to become more

patient-centered, including the need to:

Clarify how to operationalize the role of patients, caregivers, and other stakeholders at all stages of

research, analysis, and decision making.

Develop a measurable understanding of the clinical and non-clinical outcomes that are important

to patients.

Expand data collection and evidence development approaches on how interventions affect

outcomes of importance to patients. Incorporating additional patient outcomes, for example, days

of work missed, requires sufficient supporting evidence to parameterize models and differentiate

across interventions.

Improve methods for quantifying outcomes that are not easily translated into costs or health-state

utilities. For example, quantifying preference for improvement in social activities enables the

estimation of the threshold for risk that outweigh gains in benefits [10].

Advance methods for translating patient-driven data and evidence into modeling and value

assessment and for applying these measures to meet various decision-makers’ needs.

Addressing the methodological issues described above and building a relevant evidence base requires

considerable time and resources, including focused and coordinated efforts across fields, disciplines,

and industries. A commitment to patient-centered research and decision making, which means

including patients throughout the research process, is essential to addressing questions about what is

valuable for patients.

New Collaborations in Patient-Centered Value Assessment

Many organizations and individual researchers are working to identify scientifically valid methods to

improve value assessment. This change will not happen all at once, and we see collaboration across

stakeholder groups as central to meaningful progress towards patient-centered value assessment.

Despite the significant challenges in shifting the value assessment research practices to include patients,

existing collaborations provide examples of how partnerships may help to make meaningful progress

toward more patient-centered value assessment. Our organizations, the Patient-Driven Values in

Healthcare Evaluation (PAVE) Center at the University of Maryland School of Pharmacy and the

Innovation and Value Initiative (IVI), were founded on the premise that patient perspectives need to be

accurately incorporated when defining value, but our specific approaches differ. By leveraging

complementary skills and expertise, we are able to improve the scientific methods needed for patient-

centered value assessment.

A partnership between researchers at the University of Maryland and the National Health Council, The

PAVE Center develops methods for patient-driven value assessment. PAVE Center researchers

collaborated with patient stakeholder partners to generate a core set of value elements designed to

capture the relative importance of the attributes of healthcare interventions and associated outcomes to

patients. These elements complement outcome-focused standard sets developed by other organizations

[11, 12], focusing on quantifying patient preferences regarding treatments’ short/long-term effects,

costs, access to treatment, and the impact of treatment on life and social well-being, with a focus on

quantifying patient preferences. With patient stakeholder engagement, these value elements can be

tailored to specific medical conditions and quantified  to support a patient-informed reference case in a

cost-effectiveness analysis [13, 14].

Building on this core set of value elements, the PAVE Center team conducts cutting-edge research to

reflect meaningful patient experiences into economic evaluations [15]. As a first step, PAVE works with

patients to identify what is most important to their daily life experiences; [16, 17] current research

focuses on chronic obstructive pulmonary disease and patients and caregivers impacted by severe food

allergies. This research will generate quantifiable measures of patients’ benefit-risk trade-offs that can

be incorporated into an economic evaluation.

Translation of new methods and evidence into the practice of patient-centered value assessment

requires ongoing testing and refinement. IVI’s goal as a non-profit research organization is to create an

environment that facilitates translational research in patient-centered value assessment and accelerates

the development of both methods and evidence. As part of the Open-Source Value Project, IVI develops

disease-specific model prototypes to test evolving methods, identify gaps in existing approaches, and

engage different stakeholders in “road-testing” and improving value assessment [18].

Development of these models provides many opportunities to test and improve methods. For example,

IVI partners with members of patient communities as a first step in model development, and input from

these partners and pre-development research on patient experiences and value inform model

development from the start. IVI’s models are open source and designed to be fully customizable, making

it possible to modify analyses for specific decision contexts and model patient heterogeneity [19].

Preference-weighted evaluation such as a multi-criteria decision analysis is supported in addition to a

cost-effectiveness analysis, which makes it possible to include patient-identified treatment attributes

that are difficult to include in a cost effectiveness analysis (such as time since US Food and Drug

Administration approval) and to adjust value based on the relative importance of attributes to patients

[14, 20]. Importantly, IVI’s models are developed, tested, and improved with the input of diverse

experts, from economists to providers and patient communities to insurers and employers. In addition,

IVI’s Patient Advisory Council provides ongoing feedback and insights into the organization on how it

can fully integrate patient perspectives into its organizational and research process.

As IVI began early planning for the development of a new model focused on major depression, the

opportunity for collaboration between IVI and PAVE quickly became clear. PAVE researchers’ expertise

in the estimation of patient preferences on value is providing the foundation for early-stage model

development. For example, PAVE researchers are working with patients to identify key determinants of

value from their perspectives. Moreover, IVI’s multi-stakeholder advisory group, which includes patient

organizations, can offer first-line input into the definition of attributes used in PAVE’s inquiry with

patients. This research will contribute to the design of the economic model, making it possible to explore

additional methodological innovations of interest to both PAVE and IVI researchers. This partnership

benefits all involved: we build our patient experience evidence base through quantifying value elements

identified by PAVE, while IVI model development extends methods in parameter uncertainty and

preferences for value estimates. Collaborative efforts such as this partnership not only help our

organizations pursue their own objectives, but also accelerates the research process overall.

The partnership between PAVE and IVI moves the needle on important issues, yet this is only the

beginning. Patient-centered understandings of value begin with basic evidence generation—trials that

identify the outcomes that matter most to patients and then generate evidence on these outcomes and

related outcomes such as adherence, for example. Similarly, ongoing evidence generation is needed in

real-world practice. This requires not only collaboration across disciplines and organizations, but also

the improvement of methods for collection and the use of observational data in decision making.

In the economics-based value assessment space in which IVI and PAVE are focused, countless

opportunities exist for fruitful collaboration, between researchers exploring new methods, health

systems with access to real-world data, and engaged patient communities interested in sharing data, to

name a few. Potential partners must not only be open to collaboration but be prepared to actively pursue

it, especially where institutional barriers (concerns about sharing proprietary data, for example) or

distrust across parties may exist.

Conclusions

The raw materials exist for patient-centered value assessment, but additional translational research is

needed to advance societal benefit and influence healthcare decision making. A focused and coordinated

effort in the fields of health economics and outcomes research is necessary to translate these concepts

into practice. Improving clinical and health system research, especially in the fields of economics and

epidemiology, to better capture patient-level experiences serves multiple key purposes: understanding

what is important to patients, identifying unmet needs, and generating value estimates that more

accurately capture the value of therapies and treatment strategies are just a few examples. Patient-

centered value assessment is both scientifically feasible and relevant to real-world decisions across the

range of stakeholders. Organizations like IVI and PAVE represent a model collaboration; with

our combined expertise and resources, we can accelerate the research and implementation of patient-

informed value assessment.

Notes

1. By tailoring the elements to specific medical conditions, this enables measurement of preferences for

the value elements, their relative importance, and the weighting of benefits/risks with outcomes in

decision making.
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Randolph W Lievertz MD, Clinical Pharmacologist
J U N E  1 5 ,  2 0 2 0  A T  8 : 4 5  P M

The pricing decision needs to take into account existing drugs with the same mechanism of

action that are currently approved for human use and are inexpensive. I refer to oral

famciclovir, a broad spectrum anti-viral with an excellent safety profile. Patients who happen

to be on famciclovir 500mg twice daily when they become infected with Covid-19 have had a

short mild course of illness. Dipyridamole at 25-50mg orally three times daily has been shown

to markedly reduce pulmonary, cardiac, and renal fibrosis resulting from Covid-19 infections.

The mechanism of action is different than it’s anti-platelet clumping effect. Dipyridamole is

also very inexpensive. Both famciclovir and dipyridamole can be prescribed to outpatients as

they do not require intravenous administration with it’s attendent costs. Over 100 patients can

be treated orally for every one patient treated intravenously, and that does not even include

the cost of the remdesivir.

Therefore remdesivir needs to be priced inexpensively on a per dose basis or risk becoming

irrelevant as it has for Ebola.

Gord P
J U N E  1 5 ,  2 0 2 0  A T  8 : 0 9  P M

Excellent analyses by these authors on all aspects. No values are realistic when based on R&D

with shortfalls in patient data, types and duration of care, and effect on health care workers.

The biggest pitfall as Covid spreads without a REAL treatment (that starts much earlier) and

with far too many people being Covid-careless will be an excruciating shortage of health care

workers – the very people that keep everyone alive. I have yet to read articles that address this

rather major element in fighting a very labor-intensive and high-stress disease. Just like for

PPEs – the health care workforce also needs to re-build a stockpile. Is this highly essential part

of pandemic health care delivery being sufficiently addressed ?

Joey
J U N E  1 5 ,  2 0 2 0  A T  5 : 3 3  P M

Some very straightforward assessments of the flaws of the ICER value model.

The economics of value imply the cost of R&D is not a factor in the pricing of any drug. R&D is

an investment to get a product to market. Once the product is in market, I don’t understand

why R&D costs matter in any way; the value is set by expectations of efficacy and uncertainties

of safety only, and the transaction is between the healthcare provider, insurance company, and

the patient. A voluntary purchase of the drug occurs if the benefits outweigh the costs and

risks.

This leads me to another thing that won’t appear in pricing due to economics: positive

externalities. The positive externalities of treatment, such as increased hospital capacity,

benefit society but not the insurance company, patient, or provider. Positive externalities

always have this problem; if you want positive externalities to be factored in to pricing, the

only mechanism is government subsidy.

Bob Cook-Deegan
J U N E  1 5 ,  2 0 2 0  A T  4 : 4 8  P M

Really nice to see this article.

Transparency in the models would be a big help. Is there an opportunity here for a respository

of assessment methods, algorithms, and models? The problem of assessment so early in the

process is vexing. Pricing on a per-pill or per-dose basis makes it even worse.

A final comment: profitability is clearly linked to incentives to invest in R&D. But in those

calculations, the assumption is generally that investors or the firms cover all the costs. But of

course they don’t; but it’s highly variable. Just look at the range of government and nonprofit

“investment” in the Royalty Pharma success stories, and the number of fingers in the financial

pie. I hope your IVI models might introduce some explicit modeling of various forms of

cooperation between nonprofits, government funders, and for-profit developers, so we can

preserve incentives for cooperation, but also serve the public interests when government and

nonprofit contributions are substantial.

Not as a criticism, but as a suggestion about transparency: Would be good to list funders of

and the institutional base of the Innovation & Value Initiative. We don’t know what it is or

who’s involved. Good name (but you might think about adding an “s” to Value).

H. D. Carroll
J U N E  1 5 ,  2 0 2 0  A T  4 : 2 0  P M

Pharmaceuticals (at least ones needed for hospitals and prescription use) are part of what we

should see as the social utility of healthcare. It is not like the option of air-conditioning on a

car. As such, the answer to how they should be priced is actually very simple. It should be the

cost to make and distribute the drug (with a properly designed and reasonable allocation for

R&D, which I realize is easier said than done), plus what society should negotiate as a

reasonable margin for risk profit and return – some percentage add on. Variations on “what

the market will bear,” or “what current therapies cost,” or “quality life years gained,” or things

requiring someone’s interpretation of the “value” are really non-starters, in my view, for a

product/service that is part of a social utility. If everyone in the USA is supposed to have access

and delivery of healthcare (and the financing behind that healthcare), normal models of

economic product pricing theory simply should not apply. If it is not the case that healthcare is

the “right” our society seems to have deemed it to be, then fine, open the floodgates and let

“greed is good” dominate the marketplace.

amy m
J U N E  1 5 ,  2 0 2 0  A T  4 : 1 2  P M

Doesn’t Gilead have a drug that is being used very successfully for feline coronavirus that has

been shown to have fewer side effects than remdesivir in humans as well? We need to not only

be concerned about the price but whether or not there is a drug that is not on the shelf that

would be a better treatment. Fewer side effects would be worth a higher price.

Laura Henze Russell
J U N E  1 5 ,  2 0 2 0  A T  1 0 : 2 1  A M

It would be helpful to list the funders of this new initiative, would it not?
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s pharmaceutical and biotech companies scramble to identify treatments for Covid-

19, a new disease that initially had none, we must begin to figure out what is an

appropriate pricing approach — and price — for emerging therapies. Remdesivir,

Gilead Sciences’ repurposed antiviral drug, offers the first opportunity to do this.

The Institute for Clinical and Economic Review (ICER) has conducted the first value

assessment of remdesivir, a drug with early evidence of treatment effectiveness. Its analysis,

however, is premature and highlights many of the flaws inherent in today’s value assessment

models.

ICER’s analysis included two pricing scenarios that could set the bar for pricing of future

Covid-19 treatments more broadly. The ICER analysis first assessed cost recovery for the

manufacturer, and then modeled cost-effectiveness and assessed value by comparing the

incremental health benefits and health system costs of remdesivir versus standard of care for

hospitalized patients with advanced infections and impaired lung function.

A D V E R T I S E M E N T

Happy Feet Guaranteed
Samuel Hubbard®

PRICE DROP PRICE DROP

The cost-effectiveness modeling approach has several strengths: it captures potential

quality-of-life improvements and mortality benefits, as well as the cost savings from fewer

days in the ICU, fewer days on ventilation, and reduced length of hospital stay. ICER also

recognized the substantial uncertainty underlying the clinical evidence.

Related: Less than a movie ticket or ‘impossible to overpay’? Experts name their price for
remdesivir

But there is more work to be done. Our organization, the Innovation and Value Initiative, a

nonprofit focused on engaging stakeholders to drive rigorous, patient-focused value

assessment on an open-source platform, has a number of concerns about the process and

substance of the analyses.

The first problem is the current tremendous uncertainty about the underlying evidence on

the prevalence and impact of Covid-19 infections and on the treatment effectiveness of

remdesivir. The medical community does not have a strong indication of when and for

whom this antiviral therapy will work most effectively. In a drug that is primarily indicated

for reducing severity and duration of symptoms in hospitalized patients, we don’t know

what proportion of patients will benefit because we lack comprehensive data about patient

characteristics. While ICER’s analysis acknowledges that “results will evolve as further data

are released,” the decision to release an assessment given the uncertainty may lead to

premature conclusions that therapies will be low cost or deemed not cost effective.”

Second, there is a lack of transparency and alterability in the structural assumptions in

ICER’s two models, which means users can’t change the assumptions and see the impact of

these changes on model outcomes. In our view, ICER’s decision to publish a cost-recovery

model is misguided at this juncture because it presumes that setting recoupment for

research and development costs to zero is an acceptable approach for pricing. Instead,

evaluating a plausible range of assumptions regarding R&D costs would yield a more

nuanced discussion of accompanying price estimates that show the trade-offs between

incentives for further development and patient access implications.

Third, in its standard cost-effectiveness approach, ICER omitted possible impacts of

remdesivir on health system capacity and health care personnel. Longer hospitalizations

from Covid-19 results in less availability of hospital beds and greater utilization of health

professionals to care for hospitalized patients. Models also need to assess the impact on

health professional resources and capacity, and on the mental health and even loss of life

among providers.

Fourth, ICER’s cost-effectiveness model is also unclear concerning the magnitude and

derivation of cost savings from reduced average length of stay in the ICU. Its presentation of

results does not allow users to vary the inputs so the emerging data regarding the impact of

remdesivir on mortality in moderately sick patients can be assessed. At the Innovation and

Value Initiative, we believe that economic models should allow decision-makers to assess the

impact of a plausible range of parameters on costs and outcomes in evaluating use in new

subpopulations or new clinical contexts.

Finally, ICER’s assessment overlooks emerging thinking about how to improve value

assessment frameworks in ways that better account for broader benefits to society beyond

net costs and net quality-adjusted life years. In 2018, ISPOR, a professional society for health

economics and outcomes research, published recommendations from its Special Task Force

on Value Assessment Frameworks that one of us (L.G.) served on to incorporate elements of

value for all drugs and medical technologies including impacts on productivity, scientific

spillovers, fear of contagion, severity of illness, and elements related to uncertainty, such as

the value of hope. There may be important scientific spillovers from the use of remdesivir:

knowledge gained about treating the virus, for example, could be a first step toward

developing a combination therapy. The absence of these elements in ICER’s analyses for

remdesivir is a missed opportunity to align the reward-for-value equation with signals for

long-term investments that generate valuable innovation over time.

Related: How a family’s frantic search for remdesivir — and a 330-mile road trip — reshaped
Tennessee’s Covid-19 response

How “value” is determined will have long-term consequences on future investments in

Covid-19 treatments. The unintended impact of narrow assessments that omit key variables

could create disincentives for investing in novel treatment discovery that could offer

improvements or even a cure. Moreover, everyone knows that patients lose when they lack

therapeutic options or an understanding of how to optimize their use, just as much as when

the prices they face are unjustifiably high.

The win-win approach is to expand our national conversation about value to inform the

long-term view of investment and the best use of our scarce health care resources. To

increase confidence in efforts to base reimbursement and policy decisions on value, the

Innovation and Value Initiative advocates using these value assessment principles:

Consensus on model inputs, methods, and structures based on public input

Flexibility to accommodate the information needs of stakeholders

Transparency to allow real-time review and updating

Open-source development of models to enable widespread use and customization

Just as life science companies are held accountable for the quality of their products, there

must be accountability in the methods that researchers use to arrive at the label of value.

Major new investments in public health infrastructure, vaccines, and therapeutics will be

essential to protect the globe from Covid-19 and its effects on human and economic health.

As the pandemic has shown, the consequences are bleak in a world that does not foster

ahead-of-the-curve science. The goal of all health care leaders should be to ensure that

approaches to determining the value-based price of current treatments reflect cutting-edge

health technology assessment methods, reward risk-taking and innovation, and emphasize

comprehensive strategies to improve public health.

Patricia Deverka is a physician, chief  science officer of  the Innovation and Value Initiative, and

executive director of  Deverka Consulting. Louis Garrison is a health economist and professor

emeritus in the Comparative Health Outcomes, Policy, and Economics Institute in the School of

Pharmacy at the University of  Washington. Samuel Nussbaum is a physician, president of  the

Innovation and Value Initiative, and senior fellow of  the USC Schaeffer Center for Health Policy

and Economics. He is also a board member for Coherus Biosciences; an adviser to Epstein, Becker,

Green; and a consultant for Novartis, Sanofi, Ultragenyx, Sarepta Therapeutics, and Gilead.
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The vast majority of experts agree that we could, and should, be doing a lot more to
include input from patients in value assessment, from conceptualization to data inputs to
implementation. The crux of the problem is that in today’s world, we end up with models
that assign a value to treatment, devoid of useful information to patients. Patients care
about data related to aspects of a treatment like its side eAects and the burden the treated
patient may place on their families or caregiver. They also diAer in their preferences — the
priorities for care delivery and outcome that are important to them. For example, some
patients may prefer a treatment that oAers improved mobility and independence over one
that has the potential for greater survival. In short, today’s models are based on math, but
the math doesn’t necessarily have meaning.

The question is, how do we go about improving value assessment in a way that is
productive and meaningful?  From its inception, the Innovation and Value Initiative has
championed including patients at the inception of our work to deHne the factors that are
relevant to their lived experience, and to explore methods to incorporate those
perspectives inside the complicated calculations. IVI’s 2018 White Paper, Partnering with
Patients, outlined the principles and tools the organization would employ to involve
patients in our research. As a result, patients and patient organizations contributed
meaningful input, review and recommended improvement to the development of IVI’s Hrst
two disease-speciHc models examining value in rheumatoid arthritis and non-small cell
lung cancer treatments.

Like many others, we’ve learned through doing that meaningful patient involvement isn’t a
linear path and that creating a learning system for how to do it well is a long-term
commitment. And, we’re pleased that other organizations are also prioritizing this important
partnership, as indicated by ICER Executive Director, Steve Pearson’s commentary earlier
this year,

“…. We can’t even begin to understand the value of new drugs without hearing from patients,
and we will never be able to have the honest, mature, and di<cult conversation about prices
and coverage unless patients are at the table.”

As our next step in ensuring that patients are intimately involved in every step of the value
assessment process, IVI recently announced the formation of a Patient Advisory Council.
Comprised of patient-advocacy leaders with a breadth and depth of experience, the Patient
Advisory Council will advise the Board of Directors on our research agenda and approach,
support our patient engagement strategies, improve how we use patient-driven real-world
data, and ensure we communicate our research Hndings with patients more eAectively.

The future of value assessment means working towards research that includes patient
insights, experiences, and expertise from start to Hnish. This is an ambitious charge, and will
require the challenging conversations about evidence, prices, methods and coverage that
are sticking points in our national conversation about value. The good news is this group is
ready to have those hard conversations in an open and frank way, helping to identify and
test patient-deHned and patient-centered solutions.

We are excited for the Council to begin its work and we look forward to sharing their
insights in future columns.

Learn More

The Innovation and Value Initiative is a 501(c)(3) nonproHt research organization
committed to advancing the science and improving the practice of value
assessment in healthcare through collaboration among thought leaders in
academia, patient organizations, payers, life science Hrms, providers, delivery
systems and other organizations.

If you enjoy reading our blog posts and interested in learning more about IVI or
becoming a member, please contact Erica Malik at
erica.malik@thevalueinitiative.org. You can also Hnd information on our
membership page here.
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Financials

		
		  Without donor 	 With donor
		  restrictions 	 restrictions 	 Total

Support and revenue 	
Membership dues 	 $2,152,750	 $853,400	 $3,006,150
Program grants 	 20,000	 -	 20,000
Contributions 	 250,000	 -	 250,000
Other income 	 10,275	 -	 10,275
Interest income 	 3,612	 -	 3,612
Net assets released from restrictions 	 153,000	 (153,000)	 -

		  2,589,637	 700,400	 3,290,037

Expenses 
Program 
	 Research projects 	 799,463	 -	 799,463
	 Stakeholder and patient engagement 	 163,420	 -	 163,420
	 Media communications 	 213,021	 -	 213,021
	
		  1,175,904	 -	 1,175,904
Supporting services
	 General and administrative 	 365,503	 -	 365,503
	 Fund raising  	 139,306	 -	 139,306
	
		  1,680,713	 -	 1,680,713

Change in net assets 	 908,924	 700,400	 1,609,324
Net assets, beginning of year 	 791,150	 153,000	 944,150

Net assets, end of year	 $1,700,074	 853,400	 2,553,474

Statement of Activities for the year ended December 31, 2020
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Board of Directors

Sam Nussbaum, MD 
President
EBG Advisors

Alan Balch, PhD 
Secretary
Patient Advocate Foundation

Greg Daniel, PhD
Interim Treasurer
Edwards Lifesciences Corporation

Donna Cryer, JD 
Global Liver Institute

Patty Fritz, MA 
UCB, Inc.

Andrea Maresca, PhD 
ThornRun Partners

Michael Thompson 
National Alliance of Healthcare 
Purchaser Coalitions

Neil Weissman, MD 
MedStar Health

The IVI Board of Directors represents various stakeholders, including research and academia, providers, 
patients, payers, and pharmaceutical and medical device companies. The Board is responsible for overseeing 
the financial and strategic direction of the organization and provides advice and leadership support to IVI’s 
Executive Director and staff team.
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Members, 2020

IVI thanks our members for their contributions. Without their 
resources and expertise, this work would not be possible. 

Innovators Circle Members
AbbVie
Amgen
Biotechnology Innovation Organization
Bristol Myers Squibb
Genentech
Merck
National Pharmaceutical Council
Pfizer
PhRMA
UCB, Inc.

Organizational Members
Boehringer Ingelheim
Institute for Patient Access
Janssen Scientific Affairs
MedStar Health Research Institute
National Patient Advocacy Foundation
Neurocrine
Partnership to Improve Patient Care

Individual Members
Wayne Burton
Joff Masukawa
Sam Nussbaum
Sally Okun

Join 
today!
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Leadership Team

Jennifer Bright, MPA 
Executive Director

Todd Bentsen
Director of Communications

Rick Chapman, PhD
Chief Science Officer

Mark Linthicum, MPP
Director of Scientific Communications

Lisa Malecha, MBA
Director of Finance and Operations

Erica de Fur Malik
Director of Membership and  
Patient Engagement

Melanie Ridley
Director of Fundraising

Judy Thomas
Operations Manager

Richard Xie, PhD
HEOR Research Manager
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IVI is a 501(c)(3) nonprofit research organization committed to advancing the science, practice, and use of value 
assessment in healthcare to make it more meaningful to those who receive, provide, and pay for care. 

IVI Foundation, Inc.
917 Prince Street Alexandria, VA 22314
www.thevalueinitiative.org
info@thevalueinitiative.org


