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Introduction

Through the debate on The Affordable Care Act (ACA) of 2010, general agreement
emerged around the need to improve the healthcare system. There was also agreement
that data is a critical building block to achieving a better system. Though there are many
challenges to making data more transparent, available, and accessible, doing so
enhances health services research, empowers consumer choice, and informs payer and
provider decision-making.

The federal government has signaled its commitment to making its healthcare data
more available to those outside of the government through various initiatives, most
prominently the Department of Health and Human Sciences (HHS) “Open Government”
Initiative. In order for these plans to be realized, HHS must work closely with other
federal and state agencies and the private sector to identify the most meaningful data to
share publicly and to meet the challenges inherent to doing so.

In this paper, we present major public and private data transparency initiatives already
underway, challenges for achieving greater levels of transparency, and several
imperatives for the public and private sectors to meet in order to overcome those
challenges. A coordinated effort to make data broadly available to researchers to power
their work, payers to improve quality and manage costs, providers to improve their
performance, and consumers to inform their choices is vital in order for the ACA delivery
system reforms to become successful and lasting components of the healthcare system.

Data Transparency and Its Importance

In recent years, the term “transparency” has acquired a specific definition in the context
of healthcare reform. In Bush Administration initiatives, such as the Centers for
Medicare & Medicaid Services (CMS) Quality Improvement Roadmap (2005), the HHS
Value-Driven Health Care (VDHC) initiative (2007), and many private and regional efforts
of previous Administrations upon which these initiatives were built, transparency
primarily referred to consumer access to information on the price and quality of their
healthcare — particularly information on the performance of their hospitals and
physicians.”

While affirming the principles of these past initiatives, the Obama Administration has re-
oriented transparency in healthcare to include increased researcher access to raw HHS
data, as well. The Administration has indicated that a broad swath of stakeholders
would benefit from the dedicated quality improvement initiatives put in motion by HHS
and its agencies and from having the ability to access data and the freedom to turn it
into innovative, action-oriented tools to improve the public health. Through this
expanded definition, transparency may be more accurately thought of as both data
availability and openness. The purpose is not only to hold healthcare providers
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accountable, but also to support the various needs of payers, providers, researchers, and
consumers such that the healthcare system delivers better care.

The Affordable Care Act Increases the Need for More Data
Transparency

Data transparency is critical to the success of many of the delivery system reform
provisions in ACA. The law tests a range of value-based payment concepts in pilot form
(including medical homes, bundled payments, accountable care organizations, and
healthcare innovation zones), and establishes mechanisms through the CMS Innovation
Center and Independent Payment Advisory Board to integrate and expand the concepts
that work.’ Determining which concepts work, for whom, and under what conditions,
and evaluating the success of attempts to apply those concepts to additional providers
will hinge on public-private cooperation, the availability of data to both sectors, and
dispassionate researchers that can generate honest, informed evaluation.

ACA also expands current value-based payment policies, such as non-payment for
hospital readmissions and hospital-acquired conditions. If the goal of these initiatives is
to change provider behavior, it will be important to evaluate their effect and to monitor
any unintended consequences that result. CMS is reporting these measures on its
Medicare.gov website, increasing the ability of consumers to make more informed
choices about their providers. ACA expands current public reporting programs at the
hospital and physician level, and contains a number of provisions to improve reporting
of nursing homes, long-term care facilities, and skilled nursing facilities. It calls for the
identification of evidence gaps to foster increased quality measurement. While
physicians generally support the idea of having financial incentives to provide quality
care, support for public reporting at both the individual and group levels is tepid.* While
providers continue to be actively engaged in discussions about the fairness and accuracy
of public reporting methodology, ACA provisions ensure that public reporting efforts will
grow substantially over the next 10 years.

Finally, through the creation of the Patient-Centered Outcomes Research Institute
(PCORI), the ACA ensures that a long-term investment in comparative effectiveness
research will serve as a foundation for delivery system changes. PCORI is to have a
transparent process for the public to comment on research findings and priorities, and
its intent to contract with public and private organizations to conduct studies will open
up a significant source of funding for health services researchers. Finally, PCORI is
encouraged to utilize insights from observational studies using claims and other
datasets, and a follow-up guidance to ACA gives the CMS Administrator authority to find
“new data sources” to support comparative effectiveness research.’

In several instances, ACA explicitly calls for increased data collection and release to
support these delivery system changes, but the specifics of implementing those
provisions are yet to be determined. For example, Section 3011 charges the Secretary of



HHS with collecting and aggregating data on quality and resource use measures for
public reporting, by contracting and collaborating with a range of information
technology partners, but the measures are not specified. Section 10332 directs the
Secretary to “establish processes to release Medicare data for the purpose of
performance measurement and public reporting” by January 2012, but the methods for
doing so are left up to the Secretary’s discretion and are unlikely to be finalized until
2011. Despite the lack of specific details, it is clear that the broad guidelines put forth in
the law demonstrate that a long-term strategy for data release will be inextricably linked
to moving these particular delivery system reforms forward.

Current Government Efforts to Promote Data Transparency

A central tenet of HHS’ data transparency effort is the release of data that will shed light
on the department’s proceedings and will enable the public to understand healthcare
trends. HHS’ Open Government Initiative is a plan for releasing healthcare data from
HHS agencies such that the insights that come from it support the reforms noted above.’
It is HHS’ response to the Open Government Directive, issued by President Obama as one
of his first acts following the Inauguration. The memorandum charged the heads of all
executive departments and agencies with developing a plan to implement the principles
of “transparency, participation, and collaboration” in all federal government work.” HHS’
plan is a compendium of initiatives intended to support those principles. Special
emphasis is placed on greater transparency from CMS and the Food and Drug
Administration (FDA).

A beta version of the “CMS Dashboard,” a user-friendly web interface that allows for the
visualization and analysis of Medicare inpatient hospital spending trends, went live on
the day the Open Government plan was announced.” CMS plans to post nine Medicare
claim “basic files” from September to December 2010 on Data.gov, the administration’s
hub for Open Government dataset release.” HHS hopes that the release of the files will
“enhance Medicare program transparency and can provide a vital spark for new research
and innovation, ultimately leading to improved outcomes for Medicare beneficiaries.™
While such limited data sets — and, indeed more robust CMS data with 100 percent of
patients — are currently available to researchers, access requires the submission of a Data
Use Agreement and a fee. By selecting a subset of data to release free to the public, HHS
hopes to foster new research ideas by expanding the base of potential users.

FDA’s efforts focus on illuminating the processes of the agency to the public. FDA
Commissioner Margaret Hamburg began a three-phase Transparency Initiative in July
2009 that seeks to 1) give the public a better understanding of FDA and how the agency
does its work, 2) encourage proactive disclosure of information the agency has in its
possession, and 3) find ways for FDA to become more transparent to the industries it
regulates. As part of the Transparency Initiative, FDA released in May 2010 a list of 25
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proposals to improve the disclosure of FDA data. Among these proposals is disclosing
when new product applications are submitted and withdrawn by manufacturers; and
disclosing certain safety and effectiveness information from an investigational
application if it is “deemed to be in the interest of the public’s health.”” Further, the
“FDA-TRACK” program will monitor and publicly report the performance of 90 FDA offices
to ensure that regulatory processes are proceeding at an efficient pace.

While an important framework and explicit signal of the Administration’s commitment
to transparency, the Open Government initiative is the latest in a series of efforts to
promote data collection and release to foster quality improvement, especially in the
context of partnerships with the private sector and with states. There are many
initiatives; here we highlight a sample of diverse efforts that are either underway or have
been existent for many years.

. The Healthcare Cost Utilization Project (HCUP) is a set of databases sponsored by the
Agency for Healthcare Research and Quality (AHRQ), which brings together
utilization data from states and private organizations to give researchers tools to
inform their studies. Examples include the National Inpatient Sample (the first
database, established in 1998), the Kids’ Inpatient Database, and the Nationwide
Emergency Department Sample.®

. The Hospital Quality Alliance (HQA) is the public-private collaboration begun in 2002
that develops the quality measures that ultimately inform CMS’ Hospital Compare
program. Hospital Compare is a web tool for Medicare beneficiaries to view quality
performance data from area hospitals. The data displayed on the site is derived from
a Medicare policy that withholds a portion of payment to inpatient hospitals that
fail to report performance on a range of quality metrics. AHRQ and CMS are joined in
the HQA effort by a number of private payers, advocacy groups, and quality
organizations, including the National Business Coalition on Health (NBCH), AARP,
National Quality Forum (NQF), Joint Commission, and America’s Health Insurance
Plans (AHIP)."

« The Observational Medical Outcomes Partnership (OMOP), established in January
2008, brings together the FDA, Foundation for the National Institutes for Health
(NIH), and the Pharmaceutical Research and Manufacturers of America (PhRMA) to
assess the feasibility of using observational data to monitor the safety and
effectiveness of drugs. Methods being developed by OMOP may inform the FDA’s
“Sentinel Initiative” for post-market drug safety surveillance, and could also serve as
valuable input for comparative effectiveness research.” OMOP intends to promote
transparency by establishing a publicly accessible website to communicate research
findings to consumers, patients, and providers.

.« The Assistant Secretary for Planning and Evaluation (ASPE), in conjunction with CMS
and AHRQ), is developing a multi-payer claims database (MPCD) to support
comparative effectiveness research, aiming to attract collaboration among private



payers, private data analysts, and states that have already implemented all-payer
claims databases to create a useful research tool.”

Although these initiatives involve different partners and have diverse goals, they all
represent partnerships between public and private sector stakeholders to pool their data
for the purpose of improving healthcare delivery. The initiatives predate ACA, but they
provide important lessons in successful data sharing as the ACA delivery system reforms
move forward.

The most successful efforts will likely include some combination of data release by HHS
and public-private partnership. One such example is the Community Health Data
Initiative. This Open Government program has two steps. First, HHS is releasing a
wealth of data from the Centers for Disease Control and Prevention (CDC), CMS, and
other sources that are metrics of healthcare quality, cost, and access. Examples are
obesity rates, smoking rates, and Medicare disease prevalence at regional levels.”
Second, HHS is partnering with technology companies, employers, providers, and other
stakeholders to produce innovative public tools from these data. For example, the
Microsoft Bing search engine recently released its first series of “Health Maps,” which
uses the data released by HHS through the initiative to create visualizations on the
healthiest and unhealthiest regions of the country.® The Community Health Data
Initiative represents a promising, high-profile launching point for the Open Government
plan as a whole, and reaffirms the importance of private sector partnership in advancing
greater transparency.

Challenges to Increased Transparency

While the federal government can, on its own, move to make certain federal data more
broadly available, long-term and widespread delivery change will demand even greater
public-private cooperation. There are many types of databases that exist, each covering
a slice of the healthcare system. Medicare claims data is the only national claims
dataset that exists — and even it is limited in the population it covers. Moreover, the data
contained in Medicare claims files are mostly that which is needed for payment purposes
rather than data needed to evaluate quality. While electronic medical records hold the
promise of claims collection and clinical data across payers and populations, widespread
use of EMRs is years away and many hurdles remain in making that data available for
research and consumer decision-making. In the meantime, there is much that can be
done to make data more available to meet the goals set forth in the ACA. But there are
important questions and legitimate concerns to be addressed.

One major hurdle to greater data transparency is that those who own the data do not
have incentives to share it. Data sharing initiatives can either be mandated or voluntary.
Maine, Vermont, New Hampshire, Colorado, and a handful of other states have
mandated that insurers submit certain data to state health authorities to be combined
with state data and made available to researchers and consumers. The principles behind

ol

foualedsuri] e1RQ



(o]

$5900NS WIOJAY J0J Sd8IS IXON

these efforts are rooted in many private initiatives that sought to bring together
employers, providers, and patients to voluntarily contribute to public reporting and
quality measurement efforts. Some prominent examples of voluntary initiatives include
the Robert Wood Johnson Foundation’s Aligning Forces for Quality, the Pacific Business
Group on Health, and the Buyers Health Care Action Group in Minnesota. While the
genesis, purpose, and structure of each of these initiatives is different, cooperation
among participating entities necessitated months-long negotiations about the details of
what data elements would be submitted and how that data could be used and by whom.
For voluntary initiatives, each participating entity has to see the value that would accrue
to it for its participation and, in many cases, that value lay in access to someone else’s
data to enable benchmarking of performance or population gap-filling. The need for
broader participation in these public-private initiatives is increasing as a result of the
demands of the ACA.

Another challenge to greater data transparency is that those who are the subject of the
data are concerned about the accuracy of the data as well as the methodology for
developing the reported statistics. This is particularly relevant for efforts at public
reporting. When the Pacific Business Group on Health and Blue Cross Blue Shield of
California recently began the “Blue Ribbon” program to give increased transparency on
the performance of over 30,000 physicians in the state, they came under scrutiny from
providers who questioned the methodology and intent of the program. This prominent
example illustrates the complex political and technical challenges to be faced in
attempts to scale up public reporting programs to be more widespread and inclusive.

Perhaps the most fundamental challenge is balancing transparency against the
protection of patient privacy. The files that CMS releases through Data.gov will be
limited data sets similar in some respects to those CMS currently releases to researchers
for a fee; namely, claims data for multiple settings for a five percent sample of Medicare
beneficiaries. However, like any other payer in the healthcare system, CMS is subject to
the Health Insurance Portability and Accountability Act of 1996 (HIPAA), which restricts
health plans, healthcare providers, and healthcare clearinghouses from using and
releasing personal health information.® Posting data sets publicly requires CMS to strip
the data of information, such as a beneficiary ID number, that is currently available to
researchers who request data through data use agreements. While the data release will
expand the range of researchers to whom CMS data is available, the breadth of allowable
data will necessarily be constrained by privacy rules. How patient data is protected in a
push for greater transparency is and will continue to be the subject of important
discussion and healthy debate.

Beyond the challenges of coordinating the release of data from the private sector and
states, the government faces the challenge of appropriate inter-agency collaboration to
promote transparency. The Open Government plan and the Secretary of HHS’ Strategic
Initiatives & Key Inter-Agency Collaborations both give principles and top priority areas
for collaboration among agencies within HHS.” An “Open Government for Health”



interagency group was established on March 2 to discuss ways for different parts of HHS
to communicate and share data.” This group must confront the realities of inter-agency
cooperation that often prevent valuable insights from being gleaned from different
groups working together. For example, CMS is the keeper of a wealth of data that it
could and does share with AHRQ and other agencies to extract research insights. The
way that agency responsibilities and budgets are allocated requires that these agencies
submit data use agreements to CMS and pay fees for use of the data. Wait times for
inter-agency data exchange are similar to those for external entities accessing this data.

Imperatives for Success

In light of the challenges ahead and the plans that HHS has already put in place to foster
delivery system reform through data transparency, below we lay out several action steps
for stakeholders to consider as they further the goals of optimal collaboration,
partnership, and data transparency.

. Data transparency requires focused engagement by the private sector and
innovative thinking by researchers. HHS must continue to seek ways to bring the
private sector into discussions about data availability and transparency. For their
part, private entities must be willing to work with the federal government to define
the parameters of participation in order to improve the utility of existing public-
private partnerships and to enable the creation of new datasets that will drive
analyses that, in turn, will inform delivery system change. The federal government is
not the only entity that stands to gain through greater data sharing and
transparency; insurers and employers also stand to benefit. For example, insurer
datasets would be more robust if they included Medicare claims data, currently off-
limits to them. Furthermore, not only do transparency efforts by the federal
government foster a greater commitment to transparency by private sector data
owners, they also “raise the bar” for researchers in the private sector to identify and
probe new kinds of health services research questions.

. Protection of patient privacy must be a central priority as efforts to release data to
the public expand. In its Open Government initiative, HHS vows to “protect the
confidentiality of individually identifiable information in any public data releases,
including publication of data sets on the web.” This imperative becomes all the
more important as privately owned data enters the discussion. To ensure that this
imperative is met, HHS should take the recommendations put forth by the National
Committee on Health and Vital Statistics (NCHVS), which recently released a primer
on data stewardship.” According to NCHVS, “A central concept of data stewardship
is accountability, which resides in a named data steward with formal responsibility
for assuring appropriate use of health data, and with liability for inappropriate use.”
For all initiatives related to Open Government and public-private partnership, HHS
must practice appropriate data stewardship to ensure that privacy protections are in
place.
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« CMScan play a key role in opening up already available data to produce robust
research insights. Although CMS is committed to opening up basic files through
the Open Government initiative, there are other steps it can take to ensure that the
data it already provides to researchers can be used to produce impactful studies. For
example, one thing many researchers would like to have from claims data is the
ability to capture an episode of care. CMS currently redacts dates of service from
most claims files it releases to protect patient privacy, but it could explore other
ways to code these dates that protect privacy and enable a wider array of researchers
to sequence beneficiary movement between sites of care. Options for achieving that
goal should be explored, acknowledging that methods cannot subvert privacy
protections.

«  HHS must find ways to share data in a more streamlined manner among agencies.
Optimal communication and data sharing among HHS agencies is vital for
meaningful improvement to occur. For example, AHRQ can learn from the
utilization data maintained by CMS (as well as the non-HHS institutions such as
Department of Veterans Affairs and the Military Health Care System). OMOP may
yield insights for FDA on the ability of CMS claims data to contribute to
observational studies on drug safety. As health reform ideas are implemented, the
pull of the agencies together will increase and a greater need will emerge to
streamline data access within the government. HHS could allocate to each of its
agencies a specific amount of funding in labor for data transfer. Draws below the
specified amount would not require funding transfer between agencies. In addition,
data use agreements could be re-examined and streamlined and HHS could require
that these must be executed within a specified timeframe, perhaps only a few
weeks.

«  Acknowledge stakeholder concerns about public reporting while identifying
agreeable solutions. One of the main barriers to success of major data transparency
efforts, and specifically public reporting programs, is obtaining appropriate
stakeholder buy-in. If public reporting programs are to succeed on a wide scale, they
must find ways to reach out to a broad coalition of stakeholders. Despite the
controversy it now courts, the “Blue Ribbon” program described above initially
emerged as a promising program because PBGH and BCBS of California developed
specific “business cases” for all relevant stakeholders (employers, provider groups,
patient groups) to define how the program would benefit them.

Conclusion

As the healthcare system begins the long process of moving to value-based financing
and delivery models, data will play a central role. The development of new data sources
and datasets and the expanded use of existing datasets by public and private payers hold
the potential to guide the evolution of those alternative delivery models from concept
through implementation onto refinement. The key will be making data available to
payers, providers, and patients to inform decision-making, whether it is around figuring
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