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Executive Summary

he U.S. has made significant progress in advancing patient-centeredness in clinical and

health systems research over the last several years. At the same time, much work remains to

be done. The progress we have made is the fruit of a movement that spans several decades,
and the Partnership to Improve Patient Care (PIPC) is proud to have lent its voice to this effort.
Advances in policy such as the authorization of the Patient-Centered Outcomes Research Institute
(PCORI) in 2010 and patient-centered policies being implemented at the Food and Drug
Administration (FDA) highlight the recognition by policymakers that patients should not be in the
back seat, but should instead be driving research and are capable of translating patient-centered
research into health care decision-making.

Since its founding, PIPC has been at the forefront of patient-centeredness in CER - both its
generation at PCORI and translation into patient care. Having driven the concept of patient-
centeredness in the conduct of research, PIPC looks forward to bringing the patient voice to the
discussion of how to advance patient-centered principles in an evolving health care system.

More recently, work to shift from health care payment based on volume to “value-based” models
has taken hold, in part due to broad cost-containment pressure and in part due to the expansion of
value-based payment policy via the Affordable Care Act. As these policies seek to define and reward
value, apply evidence of comparative clinical and economic value, and reshape physician decision-
making, they hold significant implications for the patient-centeredness movement, and the related
issues of patient access and the physician-patient relationship. As part of our ongoing commitment
to patient-centeredness in health care, PIPC developed this paper to highlight some of the most
important opportunities and issues to address in translating principles of patient-centeredness into
value-based payment, sometimes called alternative payment models (APM’s).

To provide context for the discussion of the role of patients in APMs, Part One of this white paper
identifies what it means to be patient-centered, including how the concept of patient-centeredness
informs the role of patient engagement and patient empowerment in the healthcare system. Part
Two describes in detail the foundation provided by a patient-centered evidence base that is built on
patient-centered research methodologies and standards, as well as a data infrastructure that can
collect and report information that is meaningful to patients. Once the evidence base is established,
Part Three of the paper discusses how to apply and use the evidence to make a practical difference
in the provision of healthcare and on health outcomes. Part Four highlights the concept of value for
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the patient. Part Five elaborates on how to build a patient-centered learning healthcare system
through a discussion of how to develop measures and align incentives across the healthcare
spectrum that provide crucial information on how the system is functioning. With measures and
incentives aligned to meet principles of patient-centeredness, we will have the foundation to build
patient-centric approaches to value-based payment models and can learn from existing and
evolving APMs (e.g., Accountable Care Organizations, bundled payment systems, medical homes)
the extent to which they are meeting patient-centeredness criteria, as discussed in Part Six. Finally,
Part Seven describes select APMs and their opportunities and challenges for advancing patient-
centeredness in care delivery.

PIPC acknowledges that we are designing the house while we are building it, and we view this as a
living document that will evolve along with evidence-based medicine and payment policy. We
highlight some of the challenges that need to be addressed within those building blocks that lead to
patient-centeredness and offer a comprehensive set of recommendations for policymakers and
health care decision-makers, including, including those in Congress and at the Center for Medicare
and Medicaid Innovation (CMMI). While these recommendations are geared toward influencing
improvements in federal policy, they have broader relevance for consideration by policymakers in
other federal programs, State health programs, and private payers. Part Eight concludes with the
following recommendations:

1. Policymakers should establish formalized mechanisms that provide a meaningful voice

to patients in the creation and testing of APMs.

a. Policymakers should create a national advisory panel on patient-centeredness in
value-based payment that is comprised of representatives of patients and their
caregivers, primary care and specialist physicians and other providers, and other
relevant stakeholders.

b. Implement an open and transparent process for testing and implementing APMs.

c. Work with stakeholders to identify, and subsequently apply, clear patient-
centeredness criteria in its approval and evaluation of APMs.

d. Support the inclusion of patients and their providers in the development of quality
improvement strategies and quality measurement development and adoption.

e. Center value definitions on value to patients.

2. Direct CMMI to prioritize policies that promote patient-centeredness within models
such as Patient-Centered Medical Homes.

a. Testshared decision-making tools within PCMHs.
b. Better align PCMHs with principles for patient-centeredness, including a recognized
role for both primary and specialty care, and patient choice of providers.

3. CMS, quality organizations, physician and specialty societies should catalyze the
expansion _of available quality _measures and ensure they are appropriately
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incentivized in APMs.

Focus on investments in measuring clinical outcomes that are consistent with
individual needs, outcomes and preferences, and use that information for quality
improvement.

Expand support for measure development and endorsement, specifically for patient-
reported outcomes measures.

Explore clinical data registries as one potential mechanism for enabling robust,
comprehensive quality measures in ways that are administratively feasible for
providers.

4. Foster informed choices from the range of clinical care options.

Prioritize APMs that make patient engagement and informed treatment decision-
making accessible, through shared decision-making and other tools.

Allow physicians participating in APMs to tailor care to an individual patient.

Fund research dissemination activities that support the engagement of patients,
patient groups, and providers in the development and implementation of
dissemination and implementation tools, including shared decision-making tools.

5. Protect against “one-size-fits-all” cost containment tools under APMs.

Establish safeguards to ensure APMs do not impose blunt access restrictions to
tests, treatments or provider options that are best suited to individual patients.
Provide oversight and validation of tools to translate evidence into clinical decision-
making in APMs.

6. Support access to innovation.

a.

Ensure patient-centered principles are adopted throughout the health care system,
including in the design and implement of new payment models in ways that
promote patient-centered care and do not limit access or push “one-size-fits-all”
treatment solutions.
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Introduction

he Partnership to Improve Patient Care (PIPC) is pleased that the U.S. has made significant

progress in advancing patient-centeredness in clinical and health systems research over the

last several years. Recognizing the need to instill patient-centered principles into the
foundation of our health care system, we strongly advocated for the authorization of the Patient-
Centered Outcomes Research Institute (PCORI) in 2010 to change the culture of research to better
respond to patient needs, outcomes, and preferences, an objective that PCORI is embracing as it
shifts away from traditional investigator-initiated research topics to targeted and patient-driven
research topics. Building on PCORI’s creation and an increased focus on patient-centeredness,
Congress specifically allowed the Food and Drug Administration (FDA) to develop and implement
strategies to solicit the views of patients during the medical product development process and
consider the perspectives of patients during regulatory discussions as part of the Food and Drug
Administration Safety and Innovation Act in 2012. This was a significant achievement for patient-
centeredness in the drug development process. Additionally, the FDA is also increasingly focused
on patient-reported outcomes in their policies and quality improvement programs. These
developments highlight the recognition by policymakers that patients should not be in the back
seat, but should instead be driving research, and are capable of translating patient-centered
research into health care decision-making.

Since its founding, PIPC has been at the forefront of patient-centeredness in CER - both its
generation at PCORI and translation into patient care. With a focus on the front end of clinical CER,
PIPC’s members initially coalesced around the recognition that policymakers will find it difficult to
develop a patient-centered payment and healthcare delivery system without an evidence base
developed around patient-centered principles. As the concept of patient-centeredness becomes
better defined in its application to research, PIPC looks forward to bringing the patient voice to the
discussion of how to advance patient-centered principles in a value-based health care system,
specifically in the development of new payment and delivery models.

More recently, work to shift from health care payment based on volume to “value-based” models
has taken hold, in part due to broad cost-containment pressure and in part due to the expansion of
value-based payment policy via the Affordable Care Act. This movement holds significant
implications for patients — on the one hand, value-based payment reform can improve care quality,
coordination and patient experience. At the same time, many forms of value-based payment put
providers at financial risk for spending targets,! which will fundamentally change the doctor-
patient relationship, and create the risk of stinting on care that is best for the individual patient and,
depending on how they are implemented could promote rigid “one-size-fits-all” applications of

1Jordan M. VanLare, AB; Jonathan D. Blum, MPP; Patrick H. Conway, MD, MSc Linking Performance with
Payment, JAMA. 2012;308(20):2089-2090. doi:10.1001 /jama.2012.14834.
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comparative effectiveness research. An opinion piece from Wharton School at University of
Pennsylvania recognized that research shows that often the more expensive treatment is worth the
additional costs, and in “such cases, net value, not cost containment for the sake of cost
containment, should be our social goal.”?

This broad trend toward value-based or alternative payment models (APMs) underscores the
importance of ensuring that value-based tools support patient-centeredness in health care. Failure
to advance patient-centeredness in payment reform risks blunting much of the progress that has
been made to date in patient-centered research. APMs are increasingly utilizing evidence standards
and value-based tools that rely on comparative effectiveness research (CER) and other sources of
health care data, presenting both opportunities and challenges as we instill patient-centered
principles in a value-based health care system. For example, Congress is beginning to recognize the
value of patient-centeredness, referencing shared decision-making as a goal for new accountable
care organizations (ACOs) and directing the Centers for Medicare and Medicaid Innovation (CMMI)
to embrace concepts such as shared decision-making and evidence-based medicine in its guidance
to demonstration project partners. Also, the experience with Patient-Centered Medical Homes
(PCMHs) hold great opportunities for engaging patients in informed treatment and health care
decision-making, and therefore advancing patient-centeredness.

Health care stakeholders - ranging from patients, providers, and innovators - understand that a
value-based health care system that truly supports advancements in personalized medicine must
be built on a foundation of patient-centeredness. By incorporating patient-centered principles
throughout the building blocks of our health care system, we can provide high-quality care in a
manner that is both beneficial to the individual patient and sustainable. Therefore, PIPC developed
this paper to highlight some of the most important opportunities and issues to address in
translating principles of patient-centeredness to APMs, or value based payment models. We intend
for this white paper to better define how principles of patient-centeredness should be considered in
the context of developing APMs and a value-based health system.

To provide context for the discussion of the role of patients in APMs, Part One identifies what it
means to be patient-centered, including how the concept of patient-centeredness informs the role
of patient engagement and patient empowerment in the healthcare system. Part Two describes in
detail the foundation provided by a patient-centered evidence base that is built on patient-centered
research methodologies and standards, as well as a data infrastructure that can collect and report
information that is meaningful to patients. Once the evidence base is established, Part Three
discusses how to apply and use the evidence to make a practical difference in the provision of
healthcare and on health outcomes. Part Four highlights the concept of value for the patient. Part
Five elaborates on how to build a patient-centered learning healthcare system through a discussion
of how to develop measures and align incentives across the healthcare spectrum that provide
crucial information on how the system is functioning. With measures and incentives aligned to

2 Wharton School at University of Pennsylvania. Health Care Outcomes: When the More Effective Choice Costs
More, Aug. 22, 2014. Retrieved at http://knowledge.wharton.upenn.edu/article/health-care-outcomes/
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meet principles of patient-centeredness, we will have the foundation to build patient-centric
approaches to value-based payment models, allowing us to learn from existing and evolving APMs
(e.g., Accountable Care Organizations, bundled payment systems, medical homes) the extent to
which they are meeting patient-centeredness criteria, as discussed in Part Six. Finally, Part Seven
describes select APMs and their opportunities and challenges for advancing patient-centeredness in
care delivery.

PIPC acknowledges that we are designing the house while we are building it, and we view this as a
living document that will evolve along with evidence-based medicine and payment policy. We
highlight some of the challenges that need to be addressed within those building blocks that lead to
patient-centeredness and offer a comprehensive set of recommendations for policymakers and
health care decision-makers, including those in Congress and at the Center for Medicare and
Medicaid Innovation (CMMI). While these recommendations are geared toward influencing
improvements in federal policy, they have broader relevance for consideration by policymakers in
other federal programs, State health programs, and private payers. Part Eight will conclude with a
series of specific recommendations for policymakers seeking to fulfill the promise of patient-
centeredness.
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Part One

What Does it Mean to be Patient-Centered?

o ensure policymakers develop APMs in a manner that supports patient-centeredness, they

first must understand what it means to be patient-centered, including acceptance of specific

principles and the role of patient-engagement in the health care decision-making process.
This section defines those principles, describes the evolution of the concept of patient-
centeredness, and emphasizes the importance of patient-engagement and patient-empowerment.

Principles of Patient-Centeredness: In this section we seek to define the
meaning of patient-centeredness.

Our discussion will often reference principles of patient-centeredness. PIPC has translated its
original principles of patient-centeredness for CER so that they can be more broadly applied to each
building block of an APM or value-based system of care as follows. These principles do not cover all
of the components a value-based payment or delivery system may need to work, and instead are
focused more narrowly on making value-based payment work for patients. We recognize that
value-based payment policy is still evolving, and therefore consider these principles a work in
progress that may evolve over time. As described elsewhere in this document, PIPC also proposes a
series of policies designed to put these principles into practice. To support patient-centered care, an
APM should:

e Start with the goal of improving patient care and clinical outcomes at the individual and
population level and incorporate strong incentives for improving care based on measures of
clinical outcomes and other outcomes that matter to patients.

e Take a holistic perspective that encompasses all aspects of health care relevant to the
patient experience of care and outcomes that matter to patients; Support informed
physician and patient shared decision-making from the range of relevant treatment options
based on best available evidence, individual patient needs and preferences, and the
physician’s expertise and knowledge of the patient.

e Utilize evidence-based decision-support tools that draw on evidence that is technically
excellent and appropriate, are developed through transparent processes, guided by clinical
experts and patients, remain current with medical progress, and enable physicians to tailor
care to the needs of the individual patient consistent with principles of evidence-based
medicine.

e Enable patients to conduct personalized assessments of the value of treatments based on
information on clinical value and patient health outcomes, and have a voice in how that
information is used in their care.
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o Account for the diversity, including racial and ethnic diversity, of patient populations,
communicating evidence for each option in ways that reflect the differences in individual
patient needs.

o Be adopted and implemented through open, transparent processes that give all
stakeholders a meaningful voice in APM design and use.

e Support the continued development of and access to medical advances, including
personalized medicine and other advances that can help improve patient care and control
health care costs.

e Recognize the unique nature and value of targeted therapies that benefit specific groups of
patients with rare and orphan diseases.

The Evolution of Patient-Centeredness Principles: In this section we provide a
historical context for how we define patient-centeredness.

PIPC believes that if innovative payment and delivery models are developed consistent with our
principles for patient-centeredness, they will accomplish their goals in a manner that respects
patients as unique individuals. Our principles are based on an evolution of defining what it means
to be patient-centered. The Institute of Medicine (I0OM) defined “patient-centeredness” in 2001 as
“[H]ealth care that establishes a partnership among practitioners, patients, and their families (when
appropriate) to ensure that decisions respect patients' wants, needs, and preferences and that
patients have the education and support they need to make decisions and participate in their own
care.”3

Much attention was later given to an article written by the former administrator of the Centers for
Medicare and Medicaid Services (CMS), Dr. Don Berwick, in which he succinctly described patient-
centered care. He defined it as, “The experience (to the extent the informed, individual patient
desires it) of transparency, individualization, recognition, respect, dignity, and choice in all matters,
without exception, related to one’s person, circumstances, and relationships in health care.” In the
context of use of evidence in the practice of medicine, he recognized that “leaving choice ultimately
up to the patient and family means that evidence-based medicine may sometimes take a back seat.”
He stated, “If, over time, a pattern emerges of scientifically unwise or unsubstantiated choices...then
we should seek to improve our messages, instructions, educational processes, and dialogue to
understand and seek to remedy the mismatch.” In terms of tactics, he called on the locus of control
to remain with patients and families, transparency in all aspects of care, and individualization and
customization of care within flexible systems that can adapt to the patient’s circumstances.*

Principles of patient-centeredness are further supported by other thought leaders. In cancer care,

3 Institute of Medicine. Envisioning the National Health Care Quality Report. Washington, DC: National
Academies Press; 2001.

4Donald M. Berwick. What 'Patient-Centered’ Should Mean: Confessions Of An Extremist Health Affairs, 28,
no.4 (2009):w555-w565 (published online May 19, 2009; 10.1377 /hlthaff.28.4.w555)
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the National Cancer Institute embraced the definition published in the Social Science and Medicine
journal in 20065, noting that the two attributes considered central to the delivery of patient-
centered care are being responsive to patient needs and incorporating the patient’s perspective and
experiences in care planning and decision-making.¢ A multi-stakeholder group calling its work
“Turning the Tide Against Cancer” proposed value assessment tools that are better aligned with
patient-centered care, centered on principles such as patient value as defined by patient needs and
preferences.” The National Quality Forum’s National Quality Strategy includes “patient-centered
experience” as an important measure of the quality of patient care. Even the Triple Aim of
improved health outcomes includes better patient care experiences, in addition to improved health
outcomes and lower costs.8

The Role of Patient Engagement: Only when patients are meaningfully
engaged can we even consider something to be patient-centered.

Being patient-centered requires engagement of patients, patient groups, providers and caregivers
at each stage of building a patient-centered health system. Experts have defined patient and family
engagement as “patients, families, their representatives, and health professionals working in active
partnership at various levels across the health care system—direct care, organizational design and
governance, and policy making—to improve health and health care.” The term patient engagement
is generally used to include patients, families, caregivers, and other consumers and citizens.?
Congress recognized the value of patient engagement in the prioritization and conduct of research
when it authorized the creation of PCORIL Congress mandated the inclusion of patient
representatives on the PCORI Board of Governors and provided support and resources to ensure
the effective participation of patient and consumer representatives on the Board and expert
advisory panels. In support of PCORI's patient-centered mandate, PIPC has also developed
consensus recommendations on engagement strategies that would capture the preferred outcomes
and preferences of patients in the research prioritization process, as well as in the communication
of research findings.

PCORI is paving the way for proving the value of patient engagement and providing evidence for
best practices that could potentially be translated from patient engagement in research to patient
engagement in the implementation of evidence to practice. For example, PCORI has created a

5 Epstein RM, Franks P, Fiscella K, et al. Measuring patient-centered communication in patient-physician
consultations: Theoretical and practical issues. Soc Sci Med. 2005;61:1516-1528.

6 National Cancer Institute. Patient-Centered Care & Communication. Retrieved from
http://appliedresearch.cancer.gov/areas/pcc/

7 Amy Abernethy, Edward Abrahams, et al. Turning the Tide Against Cancer Through Sustained Medical
Innovation: The Pathway to Progress. Clinical Cancer Research; 20(5) March 1, 2014

8 Berwick DM1, Nolan TW, Whittington J. Health Aff (Millwood). 2008 May-Jun;27(3):759-69. doi:

10.1377 /hlthaff.27.3.759.

9 Kristin L. Carman, Pam Dardess, et al. Patient And Family Engagement: A Framework For Understanding
The Elements And Developing Interventions And Policies Health Affairs, 32, no.2 (2013):223-231 p. 224
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Patient and Family Engagement Rubric that provides guidance to researchers on how to engage
patients in the conduct of research. The rubric identifies the key points of engagement, from
planning and conducting the study, to disseminating study results, and calls for engagement in a
manner that is consistent with the principles of reciprocal relationships, co-learning, partnership,
trust, transparency and honesty.

Patient engagement in research is a strong first step to changing the culture of medicine. There are
lessons learned from this work to engage patients that can and should then be embraced by the
broader health system. Engagement does not stop at research, a sentiment being recognized more
and more by experts and policymakers. In a proposed framework for patient and family
engagement, experts identified three stages to focus engagement efforts:

Direct Care: At the level of direct care, engagement integrates patients’ values, experiences,
and perspectives related to prevention, diagnosis, and treatment, including managing the
patient’s health and selecting health care coverage and providers. 10

Organizational Design and Governance: At the level of organizational design and
governance, engagement integrates patients’ values, experiences, and perspectives into the
design and governance of health care organizations such as hospitals, accountable care
organizations, clinics, and nursing homes. 11

Policy-Making: At the policy-making level, engagement focuses on developing,
implementing, and evaluating national, state, and local health care policy and programs.
Patients’ engagement in policy, often described as “citizen” or “public” engagement, helps
ensure that the health care system writ large is oriented around and responsive to patients’
perspectives. 12

Policymakers have also made strides in recognizing the value of patient engagement, as evidenced
in the regulations for ACOs that require them to have plans for beneficiary engagement. Just as
policymakers and patients have called on researchers to get beyond “token” engagement of patients
in the conduct of research, the science of engagement must evolve to support measures for effective
patient engagement by health systems. So the question is how we make ACOs accountable for
patient engagement beyond just having a plan. For example, although regulations call upon ACOs to
comply with survey requirements on patient experience of care, few studies measure how many
practices actively engage patients to help act on survey data. Engaging patients in quality
improvement would make that input actionable, and therefore meaningful.!3

10 ]d. at 225.

11]d. at 225.

12 ]d. at 226.

13 Early Lessons from Four “Aligning Forces for Quality” Communities Bolster the Case for Patient-Centered
Care; Health Affairs 32, No. 2 (2013): 232-241.
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In an effort to build the evidence base for effective patient engagement, several specific research
questions have been proposed by experts in the field of patient and family engagement such as:

e What factors, or combinations of factors, exert the greatest influence on patient
engagement? What are the pathways by which they do this?

e When developing interventions at one level, such as direct care, what supports are needed
at the levels of organizational design and governance and of policy making to increase those
interventions’ effectiveness?

e How do interventions at the policymaking level affect engagement efforts and outcomes at
the other levels?

e Do interventions in which patients share leadership demonstrate better outcomes than
those in which patients are only consulted or involved? If so, which interventions are most
effective at facilitating engagement at the continuum’s highest end?

e What are the most effective methods for organizations and policy makers to create
opportunities for engagement? How can organizations recruit patients to serve on
governance committees? How are committee members’ roles and responsibilities defined?

e How can research findings be translated into routine practice? How can we best support
implementation and structure interventions that make the most of available resources?14

PIPC would agree with the assertion that health care organizations and policy makers will need to
embrace new norms and make substantial changes in their culture, processes, and structure to
achieve patient-centeredness.!> Doing so requires engaging patients and their families so they
understand how their participation ultimately improves their health. Unfortunately, there are
some who dismiss engagement as peripheral to the main business of health care, “a fluffy notion
that lacks the solid underpinning of scientific rigor on which medical care is supposedly built.”16
Others embrace it. A balanced approach argues for both a strong commitment to the idea that
patients and the public should be more informed and involved, while also making the case for
engagement to be rooted in an understanding of its impact on health care and health status.!”

The book by Angela Coulter summarized it well - “Patient engagement is both as a means to an end,
and an end in itself. It should be treated as an ethical imperative, but if it also leads to improved
quality of care, more appropriate decisions, and better health outcomes, then it is much easier to
persuade people that it is definitely worthwhile. To test this, we must look at the evidence and, as
will become apparent, there are many theories and studies to be examined.”!8

Patient Empowerment and Patient Activation: A Meaningful Outcome of
Patient Engagement.

14 Carman, supra at 227.
15 Carman, supra at 228.

16 Angela Coulter A. Engaging patients in healthcare. New York (NY): McGraw-Hill Education; 2011
17 Id
18 Id. at xiii.
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Now that the value of patient engagement is becoming more accepted among health care decision
makers, a shift is happening to make that engagement meaningful by both empowering and
activating patients. The conversation is viral, becoming even a worldwide discussion. In 2012,
more than 250 participants met at the first European Conference on Patient Empowerment,
convened by the European Network on Patient Empowerment.!® One of the organizers stated that
“patient empowerment is simply a process to help people gain control, which includes people
taking the initiative, solving problems, and making decisions, and can be applied to different
settings in health and social care, and self-management.” It was reported that speakers argued that
the traditional, paternalistic approach to patient care tends to ignore personal preferences, and
creates dependency—there needs to be a shift towards patient-centered care.20

In 2010, PIPC Chairman Tony Coelho recognized in Health Affairs that empowerment is the
ultimate goal for patient engagement, and thereby a prime component of any truly patient-centered
health system. He stated, “More recently, my work for individual empowerment has focused on
supporting individual patients in health care and moving toward patient-centered approaches to
care.” PIPC’s roundtable discussions indicate that the goal line for being patient-centered has
moved from simply patient engagement to patient empowerment or patient activation. In essence,
the conversation is about how we make patient engagement meaningful so that patients feel
empowered, and therefore are more active in their care.

Patient activation emphasizes patients’ willingness and ability to take independent actions to
manage their health and healthcare. Intuitively, an active patient would be more likely to take
advantage of the shared decision-making tools that are the building block of a patient-centered
health system. The evidence linking patient activation with health outcomes, patient experience,
and costs has grown substantially over the past decade. Policies and interventions aimed at
strengthening patients’ role in managing their health care can contribute to improved outcomes
and that patient activation can—and should—be measured as an intermediate outcome of care that
is linked to improved outcomes. Quality improvement efforts that systematically work to expand
the patient’s (and the family’s) ability to participate in care are a pathway toward improving
outcomes.?! For example, a patient activation measure could be an indicator that shared decision-
making tools are being effectively implemented in ACOs. A truly patient-centered payment and
delivery model should be able to demonstrate that they are making an effort to not just engage
patients, but to empower and activate them to participate in their own care.

19 European Conference on Patient Empowerment. Retrieved at http://www.enope.eu/activities/congress-
2012.aspx

20 The Lancet, Volume 379, Issue 9827, Page 1677, 5 May 2012

doi:10.1016/S0140-6736(12)60699-0. Retrieved from
http://www.thelancet.com/journals/lancet/article/P11IS0140-6736(12)60699-0/fulltext

21 Judith H. Hibbard and Jessica Greene. What The Evidence Shows About Patient Activation: Better Health

Outcomes And Care Experiences; Fewer Data On Costs. Health Affairs, 32, no.2 (2013):207-214
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Part Two

Developing the Evidence Base

nsuring that the evidence being generated, the methods in how research is conducted, and

the collection of information important to patients is done in a patient-centered manner is

critical as policymakers are increasingly incentivizing the use of evidence-based standards
in APMs. PIPC has long advocated for the application of patient-centered principles in the
development of an evidence base, and we are pleased to see emerging practices to meaningfully
apply those principles in research and in the development of data networks. Below, we will
highlight some of the emerging work to apply patient-centeredness principles to evidence
generation and the development of a patient-centered data infrastructure.

Patient-Centered Outcomes Research: The foundation for patient-
centeredness.

Responding to the public call for patient-centeredness, Congress created PCORI to conduct
comparative clinical effectiveness research in a manner that is responsive to patient needs,
outcomes and preferences, and provides for a patient voice in the research process. While there
was some resistance and concern that the existing culture of research was to conduct CER with the
goal of promoting “one-size-fits-all” treatments based on averages, there was equal concern among
PIPC’s members that a stronger evidence base was needed to support individualized clinical care
that focuses on identifying what treatments are most likely to be effective in improving health
outcomes for particular patients. This view was reiterated in an article entitled Comparative
Effectiveness And Personalized Medicine: Evolving Together Or Apart? in which the authors
recognized that although CER and personalized medicine can at first appear to be at odds with each
other, “because comparative effectiveness research typically enrolls heterogeneous patient
populations, it can uncover subpopulations that might benefit most from particular treatments.”
The article concluded that, “comparative effectiveness research can help discern the appropriate
role of personalized medicine in improving health care outcomes and rationalizing costs.”22

Patient-centered outcomes research is defined by PCORI in a manner consistent with its statutory
definition of comparative clinical effectiveness research:

“Patient-Centered Outcomes Research (PCOR) helps people and their caregivers

22 Robert Epstein and ]. Russell Teagarden. Comparative Effectiveness And Personalized Medicine: Evolving
Together Or Apart? Health Affairs, 29, n0.10 (2010):1783-1787
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communicate and make informed health care decisions, allowing their voices to be heard in
assessing the value of health care options. This research answers patient-centered
questions such as:

e Given my personal characteristics, conditions and preferences, what should I expect
will happen to me?

e What are my options and what are the potential benefits and harms of those options?

e Whatcan I do to improve the outcomes that are most important to me?

e How can clinicians and the care delivery systems they work in help me make the best
decisions about my health and health care?

To answer these questions, PCOR:

e Assesses the benefits and harms of preventive, diagnostic, therapeutic, palliative, or
health delivery system interventions to inform decision making, highlighting
comparisons and outcomes that matter to people;

e Is inclusive of an individual’'s preferences, autonomy and needs, focusing on outcomes
that people notice and care about such as survival, function, symptoms, and health
related quality of life;

e Incorporates a wide variety of settings and diversity of participants to address
individual differences and barriers to implementation and dissemination; and

e Investigates (or may investigate) optimizing outcomes while addressing burden to
individuals, availability of services, technology, and personnel, and other stakeholder
perspectives.”23

To change the research culture to facilitate—and not hinder—a shift to a more patient-centered
health system, significant work has been done to identify effective patient engagement strategies, as
described above. There is recognition that change is needed in the academic research culture in
order to accomplish patient-centered outcomes research. PCORI has captured its legislative
mandate in the brand “research done differently” and developed a Patient and Family Engagement
Rubric as guidance to researchers on what it means to engage patients meaningfully in the conduct
of research. Additionally, the National Health Council has long been at work on the development of
usability criteria that can be applied at every step of the research, dissemination and
implementation process to ensure that the research question leads to information that is useful to
patients and their providers in health care decision-making, a concept that PCORI is also starting to
embrace.

23 Patient-Centered Outcomes Research Institute, Patient-Centered Outcomes Research Working Definition,
Feb. 15, 2012. Retrieved at http://www.pcori.org/assets/PCOR-Definition-Revised-Draft-and-Responses-to-
Input.pdf
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Patient-Centered Methodological Standards and Observational Research:
Making patient-centered outcomes research possible.

Patient-centered outcomes research requires patient-centered methodologies for research that
may deviate from traditional practices. Although randomized controlled trials are typically viewed
as providing the least biased estimates of comparative effectiveness, the results might not always
correspond to what is seen in real-world practice, where physicians apply the treatments to a
broader range of patients. Therefore, high-quality, large-scale observational studies are attracting
much interest.24

The PCORI Methodology Committee was established by Congress to “develop and improve the
science and methods of comparative clinical effectiveness research.” The current PCORI
Methodology Standards, including methodologies for observational studies and patient
engagement, are a first installment of what will be an ongoing process of both broadening the scope
of the standards and revising existing ones.25> Truly changing the culture of research will require
that these methodologies be viewed as both rigorous and patient-centered, so that researchers
understand the value of patient engagement and real-time observational data for improving patient
care. It will also be important for these standards to evolve to reflect scientific advances and to
support the incorporation of innovative techniques into patient care. Additionally, these standards
should be adaptable to be relevant to studies that engage both large and small patient populations.
Upon the acceptance of patient-centered research methodologies, we can expect more attention to
the development of a patient-centered data infrastructure that supports patient-centered outcomes
research and patient-centered measures of quality.

Expanding and Improving the Data Infrastructure: Supporting a learning
healthcare system that improves health outcomes for individual patients.

Patient-centered outcomes research, including but not limited to clinical CER, requires a data
infrastructure to support its development and use in practice. Significant work has been done to
facilitate the generation of patient-centered outcomes research, from the creation of PCORI to the
development of patient registries and data networks. This infrastructure is intended to support
better quality measures, performance measures, and patient-reported outcomes measures so that
health improvements are measurable.

As delivery system reforms are happening alongside building the infrastructure for measuring
health improvement in a patient-centered manner, the challenge is fostering development of a

24 Nancy A. Dreyer, Sean R. Tunis, Marc Berger, Dan Ollendorf, Pattra Mattox and Richard Gliklich

Why Observational Studies Should Be Among The Tools Used In Comparative Effectiveness Research
Health Affairs, 29, n0.10 (2010):1818-1825

25 Patient-Centered Outcomes Research Institute. PCORI Methodology Committee Report, Nov. 2013, p.iv.
Retrieved at http://www.pcori.org/assets/2013/11/PCORI-Methodology-Report.pdf
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patient-centered data infrastructure to support patient-centered payment and delivery reform. This
must include protecting vulnerable patients by enabling more active, timely monitoring of quality,
patient-experience, outcomes and access in alternative payment models. This will help ensure the
health system does not prioritize cost savings over improved health and personalized medicine
simply because cost savings are easier to measure and reward. A part of the solution is developing
a patient-centered data infrastructure, including the use of patient registries and data networks,
which supports patient-centered outcomes research and measures. While not the focus of this
paper, key opportunities include advancing patient-centered approaches to clinical data registries
and electronic health records.

Provider organizations and physician specialty societies are strongly advocating for patient
registries that can provide access to real-time observational data comparing treatments in a
manner that can also be stratified by the patient’s unique characteristics as a key component to the
expanding data infrastructure. Similarly, efforts to harness the growing data and evidence being
generated through electronic medical records (EMRs) in emerging data networks, such as
investment in the development of PCORnet: The National Patient-Centered Clinical Research
Network, will be key to developing the evidence-base needed to support an evolving value-based
health care system.

In addition, ACO’s, such as Medicare Shared Savings Programs, are called upon to develop an
infrastructure for reporting on quality and cost metrics, evaluating performance and using results
to improve care over time. Because they have regular data feeds from the various sources that
make up health care delivery, these ACOs can develop data exchanges that enable both performance
improvement and tracking. Yet, obtaining reliable and timely source information is a challenge.26
An inherent barrier is that electronic health records (EHRs), despite meaningful use requirements,
are still limited in availability and completeness. Most small practices have not adopted them
consistently, and those that have typically do not have information about the patient beyond their
own practice.2” While we can applaud the ongoing efforts to develop a patient-centered data
infrastructure, clearly more work needs to be done. Ultimately, to be patient-centered, APMs will
need a data infrastructure that supports both patient-centered outcomes research and the
development of outcome measures (as opposed to just process measures of quality) that together
support a learning healthcare system.

26 John Bertko, Paul Katz, Bob Power. (2010) Part 4: ACO Infrastructure. Toolkit: Accountable Care
Organization Learning Network. Brookings Institution (pp. 91). Retrieved at
http://www.nachc.com/client/documents/ACOToolkit]January20111.pdf

271d. at 92
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Part Three

Application and Use of Evidence to Improve Health

he shift to patient-centered outcomes research is important because organizations are

already using this research, including CER, to make decisions such as in the development of

quality measures and clinical practice guidelines. Additionally, changes in payment
paradigms, including the development of APMs, are creating a demand for evidence-based
information and incentivizing the use evidence-based standards. Health care stakeholders,
including both patients and providers, do not want to see evidence used to limit treatment choices
or drive a “one-size-fits-all” model of care. This becomes a risk if evidence is not developed
consistent with patient-centered principles that clearly communicate the limitations and
applicability of research based on a patient’s unique characteristics. Patient-centered principles are
equally important for the dissemination and implementation of patient-centered outcomes
research to practice, and this section highlights how policymakers should communicate,
incorporate, and use evidence in the development of APMs specifically, and in health care decision-
making more broadly.

The dissemination and implementation of evidence resulting in its actual use involves many steps,
including the process of traditional research translation, described below. Although not exhaustive,
by dividing the traditional research translation process into five steps, researchers at the RAND
Corporation sought to better understand the barriers and facilitators of evidence translation. The
five steps are:

First is the generation of comparative effectiveness results, which include both the design
and the conduct of a study. Second is the interpretation of a study’s results, when
stakeholders assess the quality and relevance of the evidence and begin to formulate
recommended changes to clinical practice. The third step is the formalization of results, at
which point clinical experts, health information technology vendors, and other experts
convert the recommended changes into clinical practice guidelines, performance measures,
and clinical decision support tools. Fourth is dissemination, the process by which the
formalized results and related tools are transmitted to local stakeholders. The last step is
the implementation of new clinical practices by professionals and patients in local
settings.28

By integrating open and transparent processes where all stakeholders have meaningful input into

28 Justin W. Timbie, D. Steven Fox, Kristin Van Busum and Eric C. Schneider. Five Reasons That Many
Comparative Effectiveness Studies Fail To Change Patient Care And Clinical Practice, Health Affairs, 31, no.10
(2012):2168-2175.
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each step, “traditional” research translation becomes an innovative patient-centered process for
using information to improve health. With the development of patient-centered tools for
dissemination and implementation, a truly patient-centered health system will adopt these tools
and measure their effectiveness in improving health outcomes.

The Science of Implementing Evidence to Practice: Developing patient-
centered processes for communicating research.

It is often lamented that there is so much medical research that is not effectively disseminated and
used, likely because the processes for dissemination and implementation of evidence does not
produce information that is usable for assessing treatment options based on a patient’s unique and
diverse characteristics - therefore lacking patient-centeredness. Some find the translation of CER
investments into practice, enabling new laboratory discoveries to reach patients' bedsides, to be
frustratingly slow. Yet these same critics advocate harnessing the promise of CER by ensuring the
efficient and effective implementation of its findings into practice, which requires substantial
investment and planning that will involve health care providers, patients, and other local
stakeholders. Therefore, investments in CER must also be accompanied by implementation
research so health systems know the techniques to effectively bring research to practice. There
remains much to be learned in the domain of implementation of CER.2?

How research gets communicated to providers, patients and other decision makers represents an
important factor in realizing the opportunity for patient-centered outcomes research to support
patient-centered, evidence-based health care. PIPC has long advocated that patient-centered
processes for communicating evidence are an essential component of a patient-centered health
system, and has developed “best practices” in communication of CER to patients.30 Congress
recognized that without improved dissemination strategies, new investments in patient-centered
outcomes research - such as the investment in PCORI - would create more evidence, but not
necessarily improve patient care.

To foster dissemination, the statute creating PCORI also provided funding to AHRQ from the
Patient-Centered Outcomes Research Trust Fund. The statute includes certain requirements for
dissemination activities to be consistent with PCORI’s patient-centered mission. For example, it
requires AHRQ to create informational tools for physicians, health care providers, patients, payers
and policymakers and to develop a publicly-available resource database of both government-
funded evidence and research from most other sources. In this work, AHRQ is required to include a
description of considerations for specific subpopulations and the limitations of the research, as well

29 Aanand D. Naik, M.D., and Laura A. Petersen, M.D., M.P.H. N Engl ] Med 2009; 360:1929-1931. Retrieved at
http://www.nejm.org/doi/full/10.1056/NEJMp0902195

30 The Partnership to Improve Patient Care, PIPC Best Practices for CER Communication, September, 2013.
Retrieved at
http://www.pipcpatients.org/pipcadmin/pdf/add640_PIPC%20Best%20Practices%20for%20CER%20Com
munication.pdf
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as be transparent about the research methods, how the research was conducted and by whom.3?
The statute also recognized that PCORI would not immediately have research findings to
disseminate, and required AHRQ to not only disseminate PCORI’s research findings but also to
disseminate “government-funded research relevant to comparative clinical effectiveness
research...”32

PCORI has initiated its own work to develop a “Dissemination and Implementation Action Plan,”
which could provide much needed guidance to AHRQ to channel these trust fund resources into
effective patient-centered activities. PCORI has recognized that its funding requires attention to
practical dissemination, with the goal of speeding the translation of research findings into
practice.33 Participants in a PCORI-hosted dissemination roundtable stressed the importance of
PCORI working with organizations—or groups of organizations—that can bring together disparate
parts of the health care system. They noted that collaboration will be as important in creating the
action plan as in executing it.3¢ PCORI also has developed an evaluation framework that could also
be a resource for evidence of effective implementation strategies as it measures the effectiveness of
PCORI-funded research for actually improving health and influencing care decisions.

PIPC has hosted a series of roundtables on dissemination that highlight the importance of engaging
and involving both patient and provider stakeholders in the development of tools to disseminate
and communicate research findings. PIPC found that patients and providers agreed on the
importance of involving clinical experts, practicing physicians, and patient organizations to ensure
that CER study results are disseminated in a manner that maximizes the ability of providers and
patients to apply the findings of CER to a specific health care decision. Once developed, CER
communication tools and materials must be incorporated into the health care delivery system in a
manner that enhances the provider and patient interaction and fosters patient-centered care. It will
be crucial that these tools provide sufficient context for any such study results to avoid
misinterpretations that may actually serve to decrease patient access to the most appropriate care.
At the core of PIPC’s recommendations on communicating CER is the fundamental premise that the
affected patients and providers must be engaged early and often to both assess the quality of the
information and to inform strategies for its use in order for the CER to be trusted and credible and
therefore actually used.

31 Patient Protection and Affordable Care Act, §9511, “Patient-Centered Outcomes Research Trust Fund,”
assigns 20 percent of the Institute's funding to DHHS. Of this 20 percent, AHRQ receives 80 percent and ASPE
20 percent. While funding was ramped up in fiscal years 2010 and 2011, full funding for AHRQ and ASPE
began in fiscal year 2012. Beginning 2012 through 2019 AHRQ receives $24 million each year and ASPE
receives $6 million.

32 Patient Protection and Affordable Care Act, §937(a)(1)

33 Lori Frank, Active Patient Engagement In Research Health Affairs, 32, no.2 (2013):438-439

34 Ann Beal, Building Our Blueprint for Dissemination and Implementation, Patient-Centered Outcomes
Research Institute. Retrieved at http://www.pcori.org/blog/building-our-blueprint-for-dissemination-and-
implementation/
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Shared Decision-Making: Translating Evidence-Based Medicine in a Patient-
Centered Way.

As was seen in the debate over creating PCORI, there was tension between the goal of generating
more evidence to inform optimal decision-making, and concern about potential for misuse of CER in
“one-size-fits-all” coverage policies or recommendations. As a result, PCORI's mandate was focused
on generating objective scientific research on comparative clinical effectiveness, and not dictating
how research results should be applied. In addition, policy-makers took care to incorporate
standards for CER communication in the statute itself.35

Shared decision-making is one approach that can be consistent with this goal. It is a strategy used to
translate evidence to practice in a manner that better aligns medical care with patients' preferences
and values. It can be implemented with patient decision aids — written materials, videos, or
interactive electronic presentations designed to inform patients and their families about care
options; each option's outcomes, including benefits and possible side effects; the health care team's
skills; and costs. And it holds great potential to increase patient knowledge, lower patient anxiety
over the care process, improve health outcomes, reduce unwarranted variation in care and costs,
and align care with patients' values.3¢ We must also recognize that culture change is going to be
needed to make shared decision-making tools effective, in which there is a robust communication
between patients and providers that elicits and honors patient preferences.3’

Another challenge for the development of effective shared decision-making tools is the translation
of so much evidence that may seem conflicting - studies do not exist in a vacuum. A recent New
York Times article highlighted that systematic reviews are increasingly important in day-to-day
patient care, especially when there is so much evidence, and it is often inconclusive.38 Even the
Cochrane Collaborative’s editor-in-chief (which conducts such systematic reviews) recognizes the
need to “evaluate aspects of health that are less data-driven, such as patient preference — the age-
old question of why a patient does what a patient does.”3® This statement underscores the
importance of contextualizing evidence so that it is useful to individual patients, as opposed to
using evidence to drive “one-size-fits-all” treatment regimens.

In this translation stage, there is concern that, without patient-centered and meaningful shared
decision-making, evidence-based medicine can have the unintended consequence of supporting
paternalism in medical decision-making. The Affordable Care Act’s framework for shared decision-

35 Patient Protection and Affordable Care Act, §937

36 Emily Oshima Lee, M.A., and Ezekiel . Emanuel, M.D., Ph.D. Shared Decision Making to Improve Care and
Reduce Costs. N Engl ] Med 2013; 368:6-8 January 3, 2013

37 Jaime King and Benjamin Moulton. Group Health's Participation In A Shared Decision-Making
Demonstration Yielded Lessons, Such As Role Of Culture Change Health Affairs, 32, no.2 (2013):294-302.

38 Kent A. Sepkowitz. Looking for the Final Word on Treatment, New York Times, May 14, 2014. Retrieved at

http://www.nytimes.com/2014/05/14 /health/looking-for-the-final-word-on-treatment.html?_r=2
39 d
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making, if embraced and promoted by policymakers, could provide a path forward to test shared
decision-making tools and ensure that they are used effectively in APMs to promote evidence-based
medicine in a manner that is less paternal, more patient-centered.*® To do so, the existing law notes
that the development of shared decision-making tools should involve a broad range of experts and
stakeholders, including patients and physicians, and should occur through and open and
transparent process. Additionally, recognizing the benefits shared decision-making can have on
improving patient-centered care, the law highlighted the need to incorporate patient preferences
into the development and use of shared decision-making tools. Because prevalence rates and the
most effective interventions for many diseases vary greatly and because no two patients are
identical, it is important to recognize variation in individual patients’ needs, circumstances,
preferences and responses when developing shared decision-making tools. The law also authorizes
CMMI to test shared decision-making models designed to improve patients' and caregivers'
understanding of medical decisions and assist them in making informed care decisions. Approaches
that demonstrate savings or improve quality of care are authorized by law to be implemented
throughout Medicare without additional legislation.*!

Shared decision-making can be an effective tool to elicit and rely on patient values and preferences
in clinical decision-making. To achieve this, shared decision-making must provide capacity for
providers and patients to consider the range of available treatment or care options, the full body of
evidence; discuss care options in the context of the patient’s clinical needs, preferences, and
broader life circumstances; and meaningfully weigh these preferences and circumstances in
arriving at a treatment choice. If not properly structured, APMs could either fail to capitalize on this
opportunity by failing to incentivize patient-centered shared decision-making, or could actively
conflict with it by imposing value assessments or care pathways that rely solely on population
averages or payer perspectives of comparative value.

Health literacy is also a key component of meaningful shared decision-making. The need to
improve health literacy is well-documented, with a national consensus emerging that health
literacy represents a systems issue. Advocates for a “Health Care Literate Model” state that it offers
the potential for patients to better understand their options; benefit from community services that
improve wellness, prevention, and chronic care management; view their relationships with
provider teams positively; and make informed decisions.#2 From a common sense standpoint, it
seems clear that communication tools should present results in ways that are useful and

40 Patient Protection and Affordable Care Act, §3506

41 Emily Oshima Lee, M.A., and Ezekiel ]. Emanuel, M.D., Ph.D. “Shared Decision Making to Improve Care and
Reduce Costs” N Engl | Med 2013; 368:6-8. Retrieved at
http://www.nejm.org/doi/full/10.1056/NEJMp1209500

42 Howard K. Koh, Cindy Brach, Linda M. Harris and Michael L. Parchman A Proposed 'Health Literate Care
Model' Would Constitute A Systems Approach To Improving Patients' Engagement In Care Health Affairs, 32,
no.2 (2013):357-367
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comprehensible for patients and providers, requiring very different language, and certainly
engagement from both stakeholder groups to ensure the communication tools get it right.*3

PIPC, in its recommendations for communicating CER findings, emphasizes the importance of
patients and providers being engaged in the initial testing of shared decision-making tools,
particularly in real-life circumstances.** Others have suggested that more physicians need to be
trained in the approach of shared decision-making, and more practices need to be reorganized
around the principles of patient engagement.#> From the perspective of the bottom line of health
systems, effectively educating patients about the benefits of coordinated care and involving them
more in medical decision-making could also counter their concerns about network restrictions.*6
For patients to trust decision-making tools, they must be credible, providing sufficient information
on the range of relevant health care or medical options, and relying on data from rigorous study
designs so as to not be viewed as justifying network restrictions that are more about cost
containment, and less about quality of care.#” This challenge for the development of a patient-
centered health system can and should be met with an enthusiasm for engaging patients and
providers in the development and implementation of shared decision-making tools so that they
result in empowered and activated patients.

Ultimately, the success of shared decision-making will depend on the identification of clinical
pathways that are uniquely suited to the patient, that are accessible to patients, that clinicians deem
to be credible and usable for the patient, and that provide clinicians with the flexibility to treat their
patients based on their individual needs. Already, a quick Google search of the term clinical
pathways will return multiple articles highlighting the challenges of health information technology
in driving clinical care practices; the use of clinical pathways as an alternative to clinical guidelines;
and new payment models based on the identification of clinical pathways. The chatter about
clinical pathways is most prevalent in the field of oncology, particularly highlighting the
opportunity of genetics to influence what clinical pathway is chosen for a given patient. From the
perspective of patient-centeredness, development of clinical pathways has great potential as long as
these pathways reflect the most appropriate care for individual patients and allow patients and
providers the flexibility to tailor individual treatment regiments. Therefore, shared decision-
making tools must capture this information in a meaningful way that can be communicated to
patients, and convey to patients their options based on both their biology and personal preferences.

43 PIPC The Partnership to Improve Patient Care, PIPC Best Practices for CER Communication, September,
2013. Retrieved at http://www.pipcpatients.org/pipc-
admin/pdf/add640_PIPC%?20Best%20Practices%20for%20CER%20Communication.pdf

44 PIPC Best Practices for CER Communication, supra at 4.

45 France Légaré and Holly O. Witteman. Shared Decision Making: Examining Key Elements And Barriers To
Adoption Into Routine Clinical Practice Health Affairs, 32, no.2 (2013):276-284

46 Robert E. Mechanic, Palmira Santos, Bruce E. Landon and Michael E. Chernew Medical Group Responses To
Global Payment: Early Lessons From The 'Alternative Quality Contract’' In Massachusetts Health Affairs, 30,
no.9 (2011):1734-1742

47 PIPC Best Practices for CER Communication, supra at 7
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Part Four

Improving Value from the Patient’s Perspective

s payment reform seeks to drive greater value in health care - whether through provider

pay-for-performance, accountable care organizations, patient-centered medical homes - it

remains an open question whether it will drive value that matters to patients. Recent
articles have noted some of the ways that the patient’s perspective of value can differ markedly
from that of other stakeholders.#8 One of the animating principles guiding PCORI’s creation was
capturing value from the patient perspective in comparative clinical research. Carrying that
principle through to the delivery of care to patients is essential in order to fulfill the promise of
patient-centered health care.

There is a concern among some PIPC members that financial incentives will provide rewards based
on isolated quality measures for certain diseases, leaving more complex patients, such as those with
disabilities and/or multiple chronic conditions, at a disadvantage. This sentiment is shared by
many patient groups that remain concerned that treatment choices under new payment models
may be limited because they are based more on cost than on clinical effectiveness for the individual
patient. The reason, in part, is that our health system is not yet effectively translating patient-
centered outcomes research into practice through clinical guidelines, quality measures, shared
decision-making tools, and clinical pathways. PIPC believes that getting a patient to the right care at
the right time ultimately is a cost-effective strategy, and improves the patient experience of care
that is a foundational element of patient-centeredness. Alignment of financial incentives with
patient-centeredness principles will be possible as measures improve, and patients become more
actively engaged in their own care. Financial incentives should be used to personalize care, not to
limit appropriate care, nor to replace the doctor’s perspective with that of the payment model or
insurer.

As noted above, shared decision-making offers one opportunity to support well-informed treatment
decision-making that accounts for patient needs and preferences. There are several other key
points on the spectrum of value-based payment where this issue will play out. Part Five below
describes several primary approaches to alternative payment models, with particular emphasis
placed on opportunities and challenges presented by these approaches for advancing patient-
centeredness and considering value from the patient’s perspective. In addition, Part Five discusses
quality measurement, clinical care pathways and episode-based payment, accountable care
organizations, and patient-centered medical homes.

48 Amy Abernethy, Edward Abrahams, et al. Turning the Tide Against Cancer Through Sustained Medical
Innovation: The Pathway to Progress. Clinical Cancer Research; 20(5) March 1, 2014
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Part Five

Developing Measures and Aligning
Incentives to Improve Care Delivery

s APMs evolve and proliferate, the ability to appropriately measure, and create incentives

for, improvement on health outcomes, patient experience, and other outcomes relevant to

patients (e.g., patient-reported outcomes) is essential to supporting patient-centeredness in
new payment models. And as with the front-end development of APMs in a value-based health care
system, policymakers must consider patient-centered principles in their measurement and
evaluation, and ultimately rewarding and incentivizing physicians to provide patient-centered care.
This section describes concerns patients have with the current standards of measurement,
specifically the lack of measures that capture what is truly meaningful to patients, and highlights
the need align incentives to reward physicians to provide care and treatment options important to
patients.

Outcome Measures Versus Process Measures: What measures are
meaningful to patients in their decision-making?

In interviews with PIPC members, several referred to strong concerns with particular quality
measures, including those for which development was funded by CMS under its Measure
Management System.4® There was a consensus among those interviewed that new payment and
delivery systems should measurably improve patient health outcomes, yet they recognized that
such measures are not yet broadly, or effectively, available. Although process measures are a first
step, a process measure of the quality of care provided during a singular treatment event is
different than a measure indicating that a patient’s health was improved over time. In its 2013
report on delivering high quality cancer care, the Institute of Medicine (IOM) developed a
conceptual framework for knowledge translation and performance improvement as “part of a
cyclical process that measures the outcomes of patient-clinician interactions, implements
innovative strategies to improve care, evaluates the impact of those interventions on the quality of
care, and generates new hypotheses for investigation.”5¢ The IOM noted that clinical practice
guidelines, quality metrics, and performance improvement initiatives are all tools supportive of
that cyclical process.5! The Medicare Payment Advisory Commission Director Mark Miller has

49 CMS Measures Management System. Retrieved at http://www.cms.gov/Medicare/Quality-Initiatives-
Patient-Assessment-Instruments/MMS/MeasuresManagementSystemBlueprint.html

50 Institute of Medicine. Delivering High-Quality Cancer Care: Charting a New Course for a System in Crisis.
Washington, DC: The National Academies Press, 2013 at 271.
St]d.
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testified on the topic, stating, “[cJurrent quality measures are overly process oriented and too
numerous, they may not track well to health outcomes, and they create a significant burden for
providers.”s2

There is significant support for the triple aim of improving quality, lowering costs and giving
patients a better care experience. Yet, stakeholders question whether there are patient-centered
tools to support the goals of the triple aim. For example, one PIPC member raised the concern that
if quality improvement in an APM is measured only for certain conditions, the unintended
consequence could be that vulnerable populations that do not have adequate measures of quality,
such as people with disabilities, could suffer. This concern underscores the necessity of patient-
centered principles to be applied both in the development and implementation of APMs, and in the
tools used to determine whether it is improving quality and the patient experience.

While providers and quality improvement experts face substantial challenges in measure
development and use, sound quality measures are nevertheless a key determinant of whether an
ACO or other value-based payment model has lived up to its end of the bargain in terms of
maintaining quality of care. CMS defines quality measures as follows:

[Tlools that help us measure or quantify health care processes, outcomes, patient
perceptions, and organizational structure and/or systems that are associated with the
ability to provide high-quality health care and/or that relate to one or more quality goals for
health care. These goals include: effective, safe, efficient, patient-centered, equitable, and
timely care.53

As an example, Medicare’s Value Based Purchasing (VBP) payments for 2014 are determined by
how hospitals score on three sets of measures. The first are thirteen "measures of timely and
effective care" also known as "process" measures. The second set of eight measures is culled
from surveys of patients who had recently left the hospital, also known as "patient experience" or
"patient satisfaction” measures. The third area was mortality rates among Medicare patients
admitted for heart attack, heart failure or pneumonia.>* To improve quality and performance
measure development and use, a process that involves multiple stakeholders— including
patients—could help prioritize gaps and make recommendations throughout the measure
development life cycle: conceptualizing, testing, endorsing, implementing, and evaluating a
measure.>>

52 Mark E. Miller, PhD. Testimony to the U.S. House of Representatives Ways and Means Committee on
Medicare and the Health Care Delivery System, June 18, 2014. Retrieved at
http://www.medpac.gov/documents/20140618_WandM_June2014report_testimony.pdf

53 CMS Quality Measures. Retrieved at http://www.cms.gov/Medicare/Quality-Initiatives-Patient-
Assessment-Instruments/QualityMeasures/index.html?redirect=/QUALITYMEASURES/

54 Jordan Rau. Methodology: How Value Based Purchasing Payments Are Calculated. Kaiser Health News,
Nov. 14, 2013. Retrieved at http://www.kaiserhealthnews.org/stories/2013/november/14 /value-based-
purchasing-medicare-methodology.aspx

55 Carman, supra at 228.
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In addition to quality measures, there is a growing interest in expanding beyond clinical outcomes
measures to include measures that capture other patient-relevant dimensions of clinical care, such
as patient-reported outcomes measures (PROMs). Organizations such as Avalere Health are
beginning to convene interested stakeholders to identify tangible solutions to advancing the
appropriate use of PROM’s in existing and future health care system payment and delivery models,
as distinguished from traditional quality measures.56 There are significant issues surrounding the
development of PROMs and patient-reported outcomes performance measures (PRO-PMs), as
explained by the Brookings Institution in a paper titled PRO-Based Performance Measures for
Healthcare Accountable Entities. Brookings notes that, given that PROMs represent the patient’s
perspective, face validity of PRO-PMs could also be tested with “patient experts” by using
qualitative research methods, such as focus groups, semi-structured interviews, and cognitive
interviews. Engaging the patients in the process of care, particularly by noting their outcomes, is
key to developing better outcomes and therefore improving health. Brookings acknowledges that
much more work is needed in this area to develop a robust set of measures that include the
patient’s voice in determining whether good outcomes of care have been achieved.5?

CMS’ Chief Science Officer and Director of CMMI, Dr. Patrick Conway, publicly recognizes the need
for collaboration for reliable and meaningful quality measurement that focuses on patient
outcomes, including the patient experience.® From the perspective of personalized medicine, Dr.
Conway has written that there must be exceptions to certain measures based on patient
preferences or clinician knowledge not captured in the patient’s record.5® Along with electronic
medical records, he emphasizes the importance of patient registries to capture quality
measurement data. Yet Dr. Conway acknowledges that measures can undervalue teamwork and
patient outcomes over time, therefore calling for an “explicit investment in measure development
as a tool to evaluate application of evidence into practice..” Analogous to efforts to change the
culture of CER to rely less on academia and more on patients to set the research agenda, Dr. Conway
urges quality improvement collaboratives to “extend beyond the academic center” and “partner
with frontline clinicians in the community.”

56 Caitlin Morris. Improving Health Care through Measures that Capture Patient-Reported Outcomes, Families
USA Blog, May 20, 2014. Retrieved at http://familiesusa.org/blog/2014/05/improving-health-care-through-
measures-capture-patient-reported-outcomes#sthash.qgHv]e7h.dpuf

57 Anne Deutsch, RN, PhD, CRRN;Laura Smith, PhD, Barbara Gage, PhD, Cynthia Kelleher, MPH, MBA, Danielle
Garfinkel, BA, RTI International, Brookings Institution Patient-Reported Outcomes in Performance
Measurement Commissioned Paper on PRO-Based Performance Measures for Healthcare Accountable
Entities October 22, 2012

58 Conway PH, Mostashari F, Clancy C. The Future of Quality Measurement for Improvement and
Accountability. JAMA. 2013;309(21):2215-2216. d0i:10.1001/jama.2013.4929.

59 Conway PH, Clancy C. Transformation of Health Care at the Front Line. JAMA. 2009;301(7):763-765.

doi:10.1001/jama.2009.103.
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Section Six

Value-Based Health Care: Patient-Centeredness
in Emerging Payment Models

IPC embarked on this effort to evaluate patient-centeredness beyond federally supported

CER because we understand that patient-centered CER is just one of the building blocks for a

patient-centered health system. Health care is now evolving in ways that can either extend
patient-centered, evidence-based medicine throughout care delivery or can blunt the progress
made to date. We recognize that the infrastructure and implementation of patient-centeredness is
a work in progress, and that APMs—such as medical homes, accountable care organizations, and
clinical pathway- or episode-based payments—which support the evolution toward a value-based
health care system are happening parallel to that work. This reality has raised concerns among
PIPC members seeking to protect patient-centeredness in our health system, knowing that the
foundational elements, though improving and progressing, are in many ways incomplete.

Alternative Payment Models Overview

Many of the concepts that get categorized as “alternative payment models” are not new. According
to the American Academy of Family Physicians, the term “medical home” was first introduced in
1967 and gradually evolved to the current “patient-centered medical home” construct. Medicare
tested bundled payment for cardiac bypass graft surgery in the mid-1990’s, and the issue of
bundling hospital payments around episodes of clinical care was more recently examined by
MedPAC in 2008. Clinical care pathways, which have gained prominence more recently, were the
subject of an oncology policy summit in 2012 exploring the cancer care pathways, protocols and
guidelines, recognizing the growing impact they have on how treatment is delivered and patient
outcomes.60

Since 1967, Medicare has had the authority to conduct demonstrations that examine new ways to
deliver and pay for health care. Budget neutrality requirements and other limitations of the law
incentivized Congress to make innovative payment models within Medicare and Medicaid more
attractive. Congress extended that authority in 2010 with the creation of the Center for Medicare
and Medicaid Innovation (CMMI).61 As part of health reform, Congress called upon CMMI to test
innovative payment and service delivery models to reduce program expenditures while preserving

60 Jessica K. DeMartino and Jonathan K. Larsen. Equity in Cancer Care: Pathways, Protocols, and Guidelines, ]
Natl Compr Canc Netw 2012;10:S-1-S-9

61 Congressional Budget Office, “Lessons from Medicare’s Demonstration Projects on Disease Management,
Care Coordination, and Value-Based Payment” Issue Brief, Jan. 2012. Retrieved at
http://www.cbo.gov/sites/default/files/cbofiles/attachments/01-18-12-MedicareDemoBrief.pdf
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or enhancing the quality of care. In that effort, CMMI is already testing several models that aim to
be patient-centered, from ACOs, value-based purchasing, bundled payments, primary care
transformations (i.e. the Patient-Centered Medical Home), to initiatives focused on Medicaid
enrollees, such as programs for beneficiaries dually eligible for Medicare and Medicaid. The Agency
states:

The CMS Innovation Center has a growing portfolio testing various payment and service
delivery models that aim to achieve better care for patients, better health for our
communities, and lower costs through improvement for our health care system.é2

As policymakers continue work to build a more efficient health care system, the trend toward a
value-based health care system has spurred the development of “alternative payment models.”
APMs have the goal of transitioning from the traditional fee-for-service model to other ways of
reimbursing providers, which holds significant implications for patients. This shift toward value-
based payment and alternative payment models holds significant implications for the doctor-
patient relationship and patient-centeredness in health care. Referencing the latest Congressional
legislation, the Medicare SGR Repeal and Beneficiary Access Improvement Act of 2014, to address
provider payments and shift incentives toward participation in APMs, the Brookings Institute
stated that, “[tlhe most fundamental change in the legislation is to give physicians an option to
leave the traditional Medicare fee-for-service system behind.”63 By changing the financial
incentives, legislative proposals such as the one mentioned will attempt to make APMs more
attractive to physicians to participate. Because this shift toward value-based payment is indeed
happening, it is important to ensure that patients are engaged at the outset and that patient-
centered principles are defined and incorporated in this evolving paradigm.

Key Issues in APMs: Giving Voice to Patients and Advancing Value for Patients.

As APMs emerge, many of the key issues identified by PIPC can be organized around three broad
themes: giving voice to patients, giving choice to patients, and advancing value for patients. These
concepts are closely related and in some regards overlap. We briefly describe some elements of
these themes below, before providing a basic description of and specific consideration for different
alternative payment models.

Giving voice to patients: Achieving this goal centers on process and governance at various levels of
APM design and implementation. For example, does the design or implementation of the APM give a
meaningful role to patients for their perspectives on the types of APMs selected, how they are
designed, and how they are implemented? s implementation of the APM done in a way that is

62 The CMS Innovation Center. Retrieved at http://innovation.cms.gov.

63 Mark B. McClellan, Kavita Patel and Darshak Sanghavi, Medicare Physician Payment Reform: Will 2014 Be
the Fix for SGR, The Brookings Institute, Jan. 14, 2014. Retrieved at
http://www.brookings.edu/research/opinions/2014/01/14-medicare-physician-payment-reform-
mcclellan-patel-sanghavi
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transparent to the patient? Does the APM empower the patient by helping them navigate the care
system and does it further the goal of eliciting and incorporating patient preferences in clinical
decision-making?

When the CMMI was created, there was existing concern that the then-current process for selecting,
developing, and implementing Medicare payment initiatives was based on criteria that were not
well understood by potential participants, resulting in a call to make the process more
transparent.6* CMMI has made strides to remedy this concern in its implementation, but more
work remains to be done. The key question in this is: transparency to whom? In terms of patient-
centeredness, beneficiaries should be able to understand how decisions are being made in APMs,
and have a voice both as advocates for quality improvement and in individual care decisions -
which requires transparency on how the APM is making payment decisions that influence
beneficiary treatment choices. CMS has issued a request for information seeking input from
stakeholders on the possibility of CMMI testing innovative models to increase the engagement of
Medicare beneficiaries, Medicaid beneficiaries, Medicare-Medicaid beneficiaries, and/or Children’s
Health Insurance Program (CHIP) beneficiaries in their health and health care.65 This is a
significant step to determine how APMs can provide added transparency to their beneficiaries.

Giving choice to patients: One of the core concepts behind patient-centered outcomes research is
generating evidence that matters to patients and helping them and their caregivers apply it to their
unique needs and preferences. This concept must carry through to APMs as well - does the care
model help patients tailor optimal care based on the range of available options? In its use of best
available evidence, is the APM true to principles of patient-centered outcomes research by
incorporating outcomes that matter to patients and enabling the tailoring of evidence to individual
needs? Does the patient have a choice of providers that may be best suited to their unique needs?

CMMI is testing a broad range of APMs which could have a wide range of effects on patient choice.
As APM demonstrations continue, CMMI should give priority to those that support informed patient
choice, and should make this a primary criterion against which APMs are evaluated.

Advancing value for patients: To ensure that, as APMs seek to make providers accountable for
value, providers should account for value to the patient. Do the cost and quality incentives
established by the APM incorporate or prioritize patient preference or value from the patient
perspective, at a population and individual decision-making level? Is the breadth of care covered by
the APM consistent with the continuum of care that is relevant to the patient in achieving their
treatment and care management goals?

64 Stuart Guterman, Karen Davis, Kristof Stremikis and Heather Drake. Innovation In Medicare And Medicaid
Will Be Central To Health Reform's Success Health Affairs, 29, no.6 (2010):1188-1193

65 Centers for Medicare & Medicaid Services (CMS), DHHS, “Request for Information on Beneficiary
Engagement, Incentives, and Behavioral Insights” Request for Information, August 27, 2014. Retrieved at
http://www.healthcarecommunities.org/Home/RFI-BeneficiaryEngagement.aspx
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A patient-centered bundled payment system will require a patient-centered concept of value that
does not rely solely on cost if we want to ensure patients with more costly needs are not sacrificed
to reach savings targets. Yet, value is often discussed as a cost/benefit analysis, and produced
without incorporating the perspective of a patient’s personal preferences. A patient-centered
health system must recognize that value perceptions vary greatly among individual patients,
depending on their clinical and life circumstances, preferences, and willingness to make
risk/benefit trade-offs.66 For example, a collaboration of stakeholders published an article in the
Clinical Cancer Research journal that reviewed the concept of value for oncology patients, stating,
“Workable approaches to a value definition must be responsive to two basic dynamics: the
variability of value among individuals and stakeholders, and the variability of value over time.”67

PIPC therefore advocates for a new patient-centered concept of value. As described in our
principles, patients should be able to conduct personalized assessments of the value of treatments
based on information on clinical value and patient health outcomes. Doing so will require a patient-
centered infrastructure that supports patients in making their own assessments of value.

As CMS and other payers work to advance APMs, they should make sure to include incentives for
improving care quality and value from the patient perspective. This comprises elements such as the
type of clinical quality measures used (e.g., outcomes vs. process), measures of patient preference
and patient experience (e.g., PRO PMs), and the way the APM works to apply best available
evidence (e.g., from the perspective of value to the payer or the patient)

At the same time, value-based incentives must be defined in ways that are fair and workable from
the provider perspective. A recent assessment of value-based payment models identified several
problems that “can make all of these methodologies unfair for evaluating providers and potentially
problematic for efforts to improve the quality of patient care,”®8 such as patients not being assigned
to a provider causing their spending to not be appropriately captured, or providers to whom a
patient is assigned but has no control over their spending outside their practice, or the age old
problems of risk adjustment, among others.°

PIPC members agree that the goal is providing patient-centered care. This requires a holistic
approach so that APMs are organized around care as it is delivered to and experienced by the
patient, supporting the patient’s treatment goals across the continuum of care experience. This

66 Neumann PJ, Bliss SK, Chambers JD. Therapies For Advanced Cancers Pose A Special Challenge For Health
Technology Assessment Organizations In Many Countries. Health Affairs, 2012;31:700-8.

67 Amy Abernethy, Edward Abrahams, et al. Turning the Tide Against Cancer Through Sustained Medical
Innovation: The Pathway to Progress. Clinical Cancer Research; 20(5) March 1, 2014

68 Harold Miller. Measuring and Assigning Accountability for Healthcare Spending,: Fair and Effective Ways to
Analyze the Drivers of Healthcare Costs and Transition to Value-Based Payment, Center for Healthcare
Quality and Payment Reform. Aug. 2014. Retrieved at
http://www.chqpr.org/downloads/AccountabilityforHealthcareSpending.pdf

69 Id.
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holistic view should also be applied to the evaluation of quality and cost so that it is considered
across the care continuum, not in a single short episode of care. As health care decision-makers
increasingly are adopting CER-based evidence and tools, patient-centered care will also necessitate
empowering patients so they are informed of and have access to the full range of appropriate
treatment options in new payment models. Ultimately, access to the right care at the right time is
the goal of patient-centered care, and establishing payment incentives based on definitions of
clinical care that do not reflect the shift to personalized medicine or keep pace with medical
advances will create significant disincentives for continued innovation and patient access.
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Part Seven

Descriptions of Select Alternative Payment Models

here are several existing APMs that merit a detailed description to provide examples of the

challenges and opportunities for patient-centeredness. Lessons have been learned already

from demonstrations of these APMs in the literature. We will analyze the structure and
operation of these APMs, and their capacity for being patient-centered in the future.

Accountable Care Organizations: Building in true accountability for patient-
centeredness.

Accountable Care Organizations (ACOs) figure prominently in the APM landscape, and are being
pursued by Medicare, by States, and in the private sector. As defined by CMMI:

ACOs are groups of doctors, hospitals, and other health care providers, who come together
voluntarily to give coordinated high quality care to the Medicare patients they serve.
Coordinated care helps ensure that patients, especially the chronically ill, get the right care
at the right time, with the goal of avoiding unnecessary duplication of services and
preventing medical errors. When an ACO succeeds in both delivering high-quality care and
spending health care dollars more wisely, it will share in the savings it achieves for the
Medicare program.”°

The ACO model, if implemented well, can advance the goals of improved quality and patient-
centered care. Premier, a national performance improvement alliance of 2,600 U.S. hospitals and
84,000 other health care sites, identified six core structural components that are needed to
implement an effective ACO, including: 1) a commitment to providing care that puts people at the
center of all clinical decision-making, 2) a health home that provides primary and preventive care,
3) population health and data management capabilities, 4) a provider network that delivers top
outcomes at a reduced cost, 5) an established ACO governance structure, and 6) payer partnership
arrangements.’! These core components are consistent with principles of patient-centeredness. Yet,
ACOs in their current form must overcome many challenges if they are to include these structural
components, and become patient-centered in practice.

70 Centers for Medicare and Medicaid Services. Accountable Care Organizations: General Information.
Retrieved at http://innovation.cms.gov/initiatives/aco/

71 The Commonwealth Fund, Accountable Care Strategies, Premier Research Institute, August, 2012.
Retrieved at
http://www.commonwealthfund.org/~/media/Files/Publications/Fund%Z20Report/2012/Aug/1618_Forste
r_accountable_care_strategies_premier.pdf
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While regulations for ACOs have built in certain provisions for patient-centeredness, there are
insufficient measures to determine whether those goals are being met. For example, ACOs seeking
to participate in CMMI’s Shared Savings Program must define, establish, implement, and
periodically update their processes to promote evidence-based medicine and patient engagement.”2
While achieving quality improvements, ACOs are also called to take into account the circumstances
of individual beneficiaries,”3 a policy intended to promote the ideals of personalized medicine.
CMMI has not established specific requirements for promoting evidence-based medicine and
beneficiary engagement within ACOs, although they do call upon ACOs to specifically define their
plans to meet these requirements. Stakeholders remain concerned about an ACO’s accountability
for meeting these requirements. Having a plan for promoting evidence-based medicine and
engaging beneficiaries does not necessarily mean it is being done effectively. Another potential
barrier to increasing patient engagement in ACOs is that patients are administratively assigned to
the organizations, rather than choosing their ACO.

Additionally, before an ACO can share in any savings generated, it must demonstrate that it met the
quality performance standard for that year. There are also interactions between ACO quality
reporting and other CMS initiatives, particularly the Physician Quality Reporting System (PQRS)
and meaningful use. The program includes thirty-three quality measures, which span four quality
domains: Patient / Caregiver Experience, Care Coordination / Patient Safety, Preventive Health, and
At-Risk Population. Seven are related to the patient experience, with the rest being a variety of
measures related to admissions or re-admissions, the provision of immunizations and screenings,
or a particular measure for an at-risk population. As CMS considers future ACO measures, PIPC
hopes for more patient-centered measures to choose from, including those measuring clinical
outcomes, patient-related outcomes (PRO PMs, e.g.) and beneficiary engagement (e.g., shared
decision-making).7+

Episode-Based or Bundled Payment: Protecting patient choice and reflecting
patient value.

Bundled payment policies compensate providers based on a lump sum payment that is intended to
account for the range of items and services within a care bundle or episode over a specified period
of time. Much of Medicare’s focus to date in this area has been in bundling hospital-based care. The
Bundled Payments initiative at CMMI is comprised of four broadly defined models of care, which
link payments for multiple services beneficiaries receive during an episode of care.”> The goals of

72 Social Security Act §1899(b)(2)(G)

7342 CF.R.§425.112

74 Centers for Medicare and Medicaid Services. Quality Measures and Performance Standards. Retrieved at
http://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/sharedsavingsprogram/Quality_Measures_Standards.html

75 Fact sheets: Bundled Payments for Care Improvement Initiative Fact Sheet, Jan. 30, 2014. Retrieved at
http://www.cms.gov/Newsroom/MediaReleaseDatabase/Fact-Sheets/2014-Fact-sheets-items/2014-01-30-
2.html
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bundling services are to drive cost savings and adherence to certain standards of care; however, the
bundled payment model poses significant concerns for patient-centeredness and the impact it can
have on patient access to care. Incentives to skimp on care are inherent in any fixed-episode
payment system because there is no payment for additional services. It has been suggested that
policy makers need to consider the effects of any regulation on patient welfare and cost. For
example, a reduction in the number of post-acute providers in a hospital’s referral network could
adversely affect patients’ welfare by limiting access through smaller networks with limited
expertise. Monitoring the quality of care provided, and implementing a strong system for outlier
patients that may require more costly care, could address these concerns.’s Thus far, there is little
evidence on the ability of bundled payments to improve care or lower costs.””

Bundled payment appears to pose particular challenges in advancing the goals of patient-
centeredness described above. To date, bundled payment efforts have focused on areas of care
where it is thought to be easiest to implement — primarily inpatient episodes with clear, easily
defined episodes (e.g., there is a clear event, such as hospital admission, that triggers the episode);
well-defined care protocols; and homogenous patient populations. However, even in the hospital
setting, bundled payment implementation has faced challenges.’® Extending bundled payment to
other areas of care or more complex patients is likely to pose even greater challenges.

One way to protect against financial incentives that may result in “stinting” on care in bundled
payments is to integrate a bundled payment with adequate measures of clinical quality and patient
outcomes as a counter-balance to the bundles’ strong and narrowly focused incentives for cost
containment. To date, measures linked to bundled payment programs have primarily been process
measures. In addition, bundled payment policies typically fail to capture a view of patient care that
is more holistic (because they focus only on specific elements of care) and fail to consider longer-
term outcomes (because they cover a limited time period, such as care over a 90-day episode). As
noted in one recent report, “this may discourage strategies in prevention and wellness, as well as
adoption of therapies that demonstrate cost savings beyond the designated time frame.”79

Pathway-Based Payment

Recent media coverage of adoption of payment models based on clinical pathways underscores a
growing interest in care pathways as an element of APMs. The coverage also underscore some of

76 Neeraj Sood, Peter J. Huckfeldt, José ]. Escarce, David C. Grabowski and Joseph P. Newhouse Medicare's
Bundled Payment Pilot For Acute And Postacute Care: Analysis And Recommendations On Where To Begin
Health Affairs, 30, n0.9 (2011):1708-1717

77 M. Susan Ridgely, David de Vries, Kevin ]. Bozic and Peter S. Hussey Bundled Payment Fails To Gain A
Foothold In California: The Experience Of The [HA Bundled Payment Demonstration Health Affairs, 33, no.8
(2014):1345-1352

78 ]d

79 California Health Institute. Driving Toward Value: Principles to Ensure Patient Access to Medical
Innovation in New Payment and Delivery Models, 2012. Retrieved at http://www.chi.org/wp-
content/uploads/2012/11/CHI-White-Paper_Driving-Toward-Value_Final.pdf
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the potential concerns with aggressive application of care pathways. According to one article on
growth of pathway-based payment for cancer care, “Some oncologists worry that moves to
standardize treatment could cause tensions as genetics increasingly guide them toward more
individualized approaches.”80

The clinical pathways approach has focused on oncology, but recently has expanded to other
therapeutic areas such as rheumatoid arthritis. According to an article by the National
Comprehensive Cancer Network, clinical pathways “are evidence-based treatment protocols that
are used by payors and clinicians” to guide patient care decisions. Pathways may be developed by
physician organizations, payers or private vendors. “Pathway restrictions come in a variety of
forms,” according to NCCN, and “may impact the care patients receive.” Pathway development is not
always transparent, and as a result “patients and other interested groups are left in the dark
regarding what constitutes a pathway and the criteria on which it is created.”8! To ensure clinical
pathways do not unintentionally restrict patient access to care, there must be mechanisms in the
structure of a clinical pathway to account for rapid updating as technology and evidence changes.

In addition, one report on APMs indicates that providers “felt challenged to appropriately
customize care while deviating from pathways only in select instances,” which may encourage a
“cookie cutter approach” to medicine.82 Because they are designed to “push oncologists to adhere
to standardized treatment guidelines”83 and rely on judgments about comparative effectiveness,
pathway-based payments represent a key issue at the intersection of APMs and patient-centered
care.

As pathway-based payment is considered within APMs, it will be essential to ensure that providers
and patients play a central role in pathway development, and protect against inappropriate
restrictions on treatment choices based on one-size-fits-all judgments of treatment effectiveness. In
addition, greater transparency is needed in the evidence used in developing pathways and in the
ability of pathways to keep pace with changes in technology and standards of care.

Patient-Centered Medical Homes: Models that are centered around the
patient, both in assessing and improving clinical care.

The patient-centered medical home (PCMH) model is being tested by both public and private
payers as a means to make clinical care more patient-centered. Evidence suggests that current
PCMH models show great promise, and the PCMH model appears particularly well-aligned with
PICP’s principles of patient-centeredness. Nonetheless, PCMHs are not without challenges. With a
strong focus on primary care, the relationship of a PCMH with primary care physicians and

80 Anna Wilde Mathews. Insurers Push to Rein in Spending on Cancer Care, Wall Street Journal, May 27, 2014.
81 Jessica DeMartino and Jonathan Larsen. “Equity in Cancer Care: Pathways, Protocols, and Guidelines.”
Journal National Comprehensive Cancer Network. 2012;10:S-1-S-9

82 California Health Institute supra at 25.

83 Mathews, supra
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specialists is vital. PCMH-based models should ensure patient choice of provider and access to
specialists. The empowerment of patients to choose their provider within the PCMH is also
considered an essential component of patient-centeredness for PIPC members.

Generally speaking, the PCMH model is based on shifting resources to enhance primary care as an
important component of improving the quality and cost-effectiveness of the health care delivery
system. Since 2006, twenty-five states have implemented new payment systems or revised existing
ones so that primary care providers can function as PCMHs. The goal is for these initiatives to
provide a “deep well of experience and innovation that can inform and shape future public and
private payment policies.”8* However, challenges remain. For instance, one study found that
although all of the surveyed PCMHs sought patient feedback, only 29 percent involved patients and
families as advisers and sought feedback through surveys, and only 32 percent involved patients in
a continuing role in quality improvement.85 Another profile of PCMHs found, “[o]ur experience in
implementing and evaluating various approaches indicates that medical homes require intensive
and targeted patient care coordination supported by committed primary care leadership, as well
as new payment structures that include a monthly care coordination fee and outcome-based
payments.”86

In a discussion related to new payment models including patient-centered medical homes, the
National Partnership for Women and Families suggested that a truly patient-centered health care
system must be designed to incorporate features that matter to patients, which they defined as
including “whole person” care, comprehensive communication and coordination, patient support
and empowerment, and ready access. The Partnership concluded, “Without these features, and
without consumer input into the design, ongoing practice, and evaluation of new models, patients
may reject new approaches such as medical homes and accountable care organizations.”8” PIPC
would agree with this conclusion, and looks forward to more testing of the PCMH model and an
evolution to truly patient-centered medical homes that meet the NCQA standards for incorporating
shared decision-making.

84 M. Takach, "About Half of the States Are Implementing Patient-Centered Medical Homes for Their Medicaid
Populations," Health Affairs, Nov. 2012 31(11):2432-40.

85 Esther Han, Sarah Hudson Scholle, Suzanne Morton, Christine Bechtel and Rodger Kessler

Survey Shows That Fewer Than A Third Of Patient-Centered Medical Home Practices Engage Patients In
Quality Improvement Health Affairs, 32, no.2 (2013):368-375

86 Urvashi B. Patel, Carl Rathjen and Elizabeth Rubin. Horizon's Patient-Centered Medical Home Program
Shows Practices Need Much More Than Payment Changes To Transform Health Affairs, 31, no.9 (2012):2018-
2027

87 Christine Bechtel and Debra L. Ness, If You Build It, Will They Come? Designing Truly Patient-Centered
Health Care Health Affairs, 29, n0.5 (2010):914-920
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Part Eight

Recommendations for Building
Patient-Centeredness into APMs

hile most health policy experts agree on the notion of developing a “patient-centered
health care system,” we do not yet have a delivery system that entirely incorporates or is
modeled on delivering patient-centered health care. Therefore, we must promote

policies that apply patient-centered principles throughout the health care system - from
development of evidence (i.e. PCORI) to the design of new payment and delivery reforms (i.e.
APMs). To advance a patient-centered system that meets the principles of patient-centeredness
and therefore empowers and activates patients in their own care, PIPC provides the following
recommendations:

1. Provide a meaningful voice to patients.

Policymakers should establish formalized mechanisms that provide a meaningful voice to
patients in the creation and testing of APMs.

PIPC urges policymakers to create a national advisory panel on patient-
centeredness to give patients a voice in emerging alternative payment models and
ensure they advance principles of patient-centered care. This panel should include
not only patient represents but physician and specialists who play a vital role in
supporting patient-centered care. The impact of emerging “value-based” models of
provider reimbursement on patient care and the physician-patient relationship will
be dramatic. The principles PIPC articulates in this document are ambitious and will
require sustained focus, yet mechanisms to ensure the patient voice is heard do not
exist.

PIPC urges an open and transparent process for testing and implementing APMs.
New payment and delivery systems should have transparent processes for
determining coverage and payment decisions, and empower patients to participate
in the governance of the system so that decisions affecting access to care are not
made behind closed doors. This includes more transparency in the requirements
for ACO’s related to the use of evidence-based medicine, evidence-based decision-
making, and beneficiary engagement in order to determine whether they are
meeting patient-centeredness criteria.

PIPC urges the Centers for Medicare and Medicaid Innovation (CMMI) to work with
stakeholders to identify, and subsequently apply, clear patient-centeredness criteria
in its approval and evaluation of APMs.

PIPC urges that Congress and CMMI support the inclusion of patients and their
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providers in the development of quality improvement strategies and quality
measurement development and adoption.

e. PIPC urges that value definitions be centered on value to patients. PIPC recognized
that different stakeholders will inevitably bring different perspectives to value, and
that policy-level decisions require population-level analysis. At the same time, APMs
will have a natural tendency to drive the lowest cost treatments based on what
works for averages based on static care episodes or pathways. Policies are needed
to support the development and implementation of a patient-centered
infrastructure that presents information to patients and their providers in a manner
that empowers them to develop an individualized care plan that has value for the
patient’s personal needs, preferences and outcomes.

2. Direct CMMI to prioritize policies that promote patient-centeredness within models
such as Patient-Centered Medical Homes.

Policies will be needed to ensure new payment and delivery models do not define success as
simply meeting financial targets that are easier to measure and reward. Of particular
concern are bundled payment policies that create strong financial incentives for providers
to cut costs based on a narrow, static definition of clinical care. Instead, CMMI should
improve upon and promote patient-centered models, such as Patient-Centered Medical
Homes.

a. PIPC urges CMMI to test shared decision-making tools within PCMHs, moving
forward to meet the NCQA standards for PCMHs.

b. PIPC urges CMMI to better align PCMHs with principles for patient-centeredness,
including a recognized role for both primary and specialty care, and patient choice
of providers.

3. CMS, quality organizations, physician and specialty societies should catalyze the

expansion of available quality measures and ensure they are appropriatel
incentivized in APMs.

Policymakers should recognize the need to improve the patient-centered infrastructure for
measuring and rewarding improved health outcomes. There are significant gaps in quality
measurement that will require expanded support for measure development and
endorsement.

a. PIPC urges Congress and CMMI to focus on investments in measuring clinical
outcomes that are consistent with individual needs, outcomes and preferences, and
use that information for quality improvement, as opposed to payment reforms that
reward immediate cost containment over long-term improvements in quality of care
and clinical outcomes.

b. PIPC urges expanded support for measure development and endorsement,
specifically for patient-reported outcomes measures.
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c. PIPC encourages explorations of clinical data registries as one potential mechanism
for enabling development of robust, comprehensive quality measures in ways that
are administratively feasible for providers. Clinical registries should meet basic
standards for transparency, stakeholder engagement and reliability, but should not
impose unnecessary regulatory burdens.

4. Foster informed choices from the range of clinical care options.

a. PIPC urges Congress and CMMI to prioritize APMs that make patient engagement
and informed treatment decision-making accessible, through shared decision-
making and other tools, so that patients know their treatment options and the
rationale for any recommendation of one treatment option over another. This will
ensure decisions are not made in a “black box” based primarily on financial
incentives.

b. PIPC urges that physicians participating in APMs maintain flexibility to tailor care to
an individual patient to ensure patients receive care that meets their individual
needs, circumstances, and preferences.

c. PIPC urges that existing funds for the dissemination of PCORI-funded and other
federally-funded research be used to support the engagement of patients, patient
groups, and providers in the development and implementation of dissemination and
implementation tools, including shared decision-making tools.

5. Protect against “one-size-fits-all” cost containment tools under APMs.

a. PIPC urges that safeguards are established to ensure APMs do not impose blunt
access restrictions to tests, treatments, or provider options that are best suited to
individual patients. Medical management tools, including clinical guidelines, clinical
pathways, quality measures, and electronic medical records, should be patient-
centered and not based on “one-size-fits-all” evidence standards.

b. PIPC urges effective oversight and validation of tools to translate evidence into
clinical decision-making in APMs. To the extent incentives are used to promote a
particular clinical guideline or clinical pathway, APMs should be required to
demonstrate it was developed and implemented in a manner consistent with
patient-centered principles.

6. Support access to innovation.

a. PIPC urges APMs to provide patients with access to innovation. Innovation means
many things -- new treatments, improvements to existing treatments, efficiencies in
the delivery system, higher quality care and overall a reduction in the economic and
health burden of disease.

PIPC urges policymakers not to lose focus on the building blocks for a patient-centered health care
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system by ensuring patient-centered principles are incorporated into the early phases of evidence
development, translation and implementation, as well as in the design and implementation of new
payment and delivery reform models. In this way, our health care system will be built to improve
health outcomes by identifying the treatments that work best for individual patients — not by
limiting access or pushing “one-size-fits-all” treatment solutions.

H#t#
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