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April 3, 2015
Dr. Karen DeSalvo, MD, MPH, MSc
Coordinator
Office of the National Coordinator for Health Information Technology (ONC)
Department of Health and Human Services
Hubert Humphrey Building, Suite 729
200 Independence Avenue SW
Washington, DC 20201

Dear Dr. DeSalvo:
eHealth Initiative (eHI) appreciates the opportunity to respond to the request for public comment on the ONC Draft Version 1.0 Connecting Health and Care for the Nation:  A Shared Nationwide Interoperability Roadmap. eHI is in a unique position to comment and offer insight on the further development of ONC’s interoperability roadmap.  We are the only independent non-profit, multi-stakeholder coalition dedicated to improving the quality, safety, and efficiency of healthcare through the use of technology and health information. During the last decade, our organization’s research and advocacy have moved the field forward at critical junctures, while the collective efforts of eHI’s many members notably improved healthcare through increased use of technology and data.
Overall, eHI applauds ONC for its interoperability roadmap as a step forward in providing concrete details and timelines related to our nation’s quest for interoperable, patient-centered care. eHI also strongly supports ONC’s commitment to “leading and collaborating with the health IT and health sector to define a shared Roadmap for achieving interoperable health IT that supports a broad scale learning system by 2024.” We also appreciate the careful discussion of the various types of exchange, patient matching, the status of mature and emerging standards, and the relative roles and timetables of document-level vs. data element exchange.
Indeed, interoperability is at the heart of eHI’s field-leading 2020 Roadmap efforts to identify and incentivize the best path forward towards health system delivery transformation. Highlights of the 2020 Roadmap and ideas about the tangible ways it can inform ONC interoperability efforts, can be found in relevant sections of this comment letter.  As a multi-stakeholder coalition with significant experience in health IT, eHI is well positioned to help ONC by providing additional input as the complimentary work on our respective roadmaps continues. If you have any questions, please contact me at Jennifer.Covich@ehealthinitiative.org. 
Sincerely,
[image: jen sig]
Jennifer Covich Bordenick
Chief Executive Officer
eHealth Initiative

Response to Specific Questions

General  
Overall, we think many of the proposed actions are the right ones. Regarding timing and the overarching vision for standards transition, eHI is pleased to see a consolidated playbook for key roadmap activities, and overall. However, we believe the roadmap timelines particularly in the areas of interoperability standards and care providers are too aggressive, particularly   the timing of the Standards and Interoperability items in the Figure on p. 15. Specifically, the timing regarding FHIR uptake seems aggressive as it occurs at the same time vendors will be rolling out Meaningful Use Stage 3 certified products during 2017 for the first time. It is essential that the final approach to interoperability regulatory timing, especially for Stage 3 and associated certification criteria, recognize patient, provider, market and operational realities.
In general, many of the right actors are associated with the right actions. However, we have concerns that too many critical actions are assigned to the as yet to be formed single governance process.  More generally, in the below section, we provide perspectives from eHI’s 2020 Roadmap process that relate to and reinforce the ONC Roadmap approach and that are available to help inform its evolution.
ONC’s Interoperability Roadmap and eHI 2020 Initiative Impact   
Responding to the call for other comments under this general section, eHI offers background on its 2020 Roadmap process and activities that seek to: 1) inform and improve interoperability nationwide; 2) address gaps; and 3) support current leadership efforts in this area including those involving the Administration, Congress and private sector. eHI’s 2020 Roadmap is a multi-stakeholder collaborative focused on three areas: business and clinical motivators; interoperability; and data access and use.  New consensus groups are forming around these three topics during 2015 and we expect significant findings to be produced that will inform policymakers, private sector actors and the field. 
Through the 2020 Roadmap, eHI is developing a shared vision and action steps for improving healthcare through information and technology. Advances in people, process and technology will lead the way. Initial 2020 Roadmap recommendations are out and can be accessed on-line at: http://bit.ly/1E8thfo. These findings were developed through a series of meetings and executive roundtables involving key constituencies and 150 leading executives from across the healthcare ecosystem. In complement to the ONC Interoperability Roadmap, eHealth Initiative’s 2020 Roadmap delves deep into needed private sector engagement and transformation. We are pleased to continue to work closely with ONC to ensure the work of both organizations is complementary and to identify effective ways to marry components of the two efforts.  

eHI 2020 Roadmap and Interoperability
Interoperability is foundational to the eHI 2020 Roadmap collective vision of where healthcare should be by the year 2020.  According to the 2020 Roadmap, the healthcare experience in the near-term future should involve interoperable system(s) that allows a healthcare consumer’s health data to flow freely among disparate sources in order to utilize new and existing technology for communication, data and analytics, and engaged decision-making that will lead to better population health outcomes, and reduce overall costs. The end goal is a world of increased access to quality healthcare, improved population health outcomes, and reduced cost to the system overall enabled by interoperability. 

To make this vision a reality, eHI’s 2020 Roadmap is now: 
· Identifying a current landscape of capabilities;
· Highlighting and reviewing emerging standards; and 
· Exploring gap areas through use case analysis. 

The end goal is creating an ecosystem that truly treats the healthcare consumer as a whole instead of a fragmented puzzle. Specific subareas of our current interoperability work include: standards, infrastructure and use cases, and innovation and utilization.  

Some concrete eHI 2020 Roadmap interoperability deliverables include: 
· Use Cases and Best Practices: Identifying use cases and best practices and that promote interoperable exchange of health data;

· Standards: Identifying consensus-based standards that move the marketplace towards broader interoperability of health data;

· Interoperability Gaps: Convening industry leaders to identify key gap areas where advances in interoperability can be made, including areas outside of the traditional clinical care setting, including but not limited to disease and immunization registries, school-based health clinics, community services and supports, etc.


This work will align with ONC’s Interoperability Roadmap and provide critical answers to questions posed by ONC here such as: 
· How can interoperability nationwide be improved in the near term while working toward a learning health system in the long term? 
· What, if any, gaps need to be addressed? 
· Is the timing of specific actions appropriate? 

We make particular note of eHI’s 2015 effort to identify priority interoperability use cases. Historically, eHI has achieved notable success in convening diverse stakeholders to tackle critically important issues in Health IT. We suggest that this strength and our use case effort be leveraged by ONC in its broader use case prioritization efforts, like those referenced on page 163 of the roadmap. 

Governance  
eHI Response
eHI supports the interoperability roadmap's goal for "ONC to define a governance framework with common rules of the road for trust and interoperability and a mechanism for identifying compliance with common criteria." Regarding how to best recognize and support the industry-led governance effort, eHI highlights its willingness to act as a key facilitator and convener for public and private sector dialogue on this issue. eHI’s member forums and 2020 Roadmap gatherings are optimal multi-stakeholder forums to explore the foundations for establishing a  coordinated governance process and more detailed policies regarding business practices. Our organization also, among other things, has deep experience in gathering performance information/metrics from the health information exchanges.  Such efforts will be critical moving forward. 
Regarding the governance process referenced in the roadmap, eHI believes that if a formal governance structure is established, it should contain a built-in coordination mechanism to ensure no bodies are working at cross purposes or demanding duplicative documentation.  At the same time, we emphasize the need to focus on a light coordinated governance process rather than a single new organization or highly detailed virtual process, one that connects the multiple organizations already addressing aspects of governance. 
In addition, if a formal governance structure is established, principles or ground rules for what should be included as a minimum floor for success should be articulated such as:
· The governance body or bodies should be broadly representative of all organizations that participate in data sharing, with strong participation by the end-users of health information, including patients and providers; 
· It should elicit trust and be accountable; and 
· Governance requirements should start at a lower minimum floor and incrementally increase over time.
· Governance activities must be grounded in current capacity and information sharing needs.
· The scope of the governance process should be carefully focused and prioritized; the scope of what is considered governance in this draft seems well beyond what has been generally considered to be governance in past ONC and industry policy discussions. Overall, the scope of the “single” process seems much too broad, although the identified tasks are generally the right ones in terms of what needs to occur across the industry, just not necessarily framed or treated as governance matters.

Regarding consumer/patient involvement and this issue, we strongly support ensuring consumer/patient involvement in any coordinated governance process tasked with developing common rules of the road regarding trust and interoperability.  Although section C outlines several important actions that can be taken to engage and empower consumers, the Roadmap is missing an explicit Call to Action for individuals, patients, and families to participate in coordinated governance activities throughout the ten-year time frame.  We point out that a specific Call to Action for providers to participate in governance was included in D1.1, and we urge ONC to include a similar recognition for consumers.

Supportive Business, Cultural, Clinical and Regulatory 

eHI 2020 Roadmap - Business and Clinical Motivators 
Responding to the call for other comments under this section, eHI offers background on its 2020 Roadmap Business and Clinical Motivators Workgroup that is identifying public and private sector incentives to promote the adoption and utilization of innovative best practices and interoperability for improved population health management.

eHI’s 2020 Roadmap Business and Clinical Motivators Workgroup is conducting significant work this year in the areas of: best practices and incentives, resources and education, and metric requirements.  Elements of new models of care delivery, such as Accountable Care Organizations and Patient-Centered Medical Homes, bundled payment programs, as well as financial incentive programs like the Electronic Health Record (EHR) Incentive Program (i.e. Meaningful Use) will be reviewed to identify the means and motivation behind what works in the real-world setting when it comes to the adoption and utilization of health IT with both healthcare consumers and healthcare providers.

Additionally, the eHI Business and Clinical Motivators Workgroup group will look at setting clear measurements for success, using data elements to gauge progress with a focus on the final outcome for healthcare consumers.  

Some concrete eHI 2020 Roadmap business and clinical motivators deliverables include: 
· A clearinghouse of best practices;
· Facilitating cross-industry consensus on what should be measured; and
· Formulating the minimum data requirements necessary to improve population health and manage healthcare costs, while promoting adaptability and innovation.

This work can provide valuable insight into questions posed by ONC in the interoperability roadmap such as: 
· How to support and incentivize providers to send, find or receive common clinical data across the care continuum.

It may well be that current motivators, combined with the concerted federal effort to move from volume to value and consumer demand for health information to be available will be sufficient.
Individual Empowerment
Under the section outlining key actions to empower individuals and facilitate active partnerships, we applaud ONC for emphasizing the idea of partnerships between individuals and health care providers in the pursuit of better health.  As the Roadmap notes, too often in health care, patients are passive recipients of health care services, rather than active and equal partners with care providers in the pursuit of better health and care.  Moving toward these kinds of relationships will require significant cultural changes among both patients and providers.

Privacy and Security Protections for Health Information 
eHI 2020 Roadmap -  Data Access and Use 
Responding to the call for other comments under this section, eHI offers background on its 2020 Roadmap Data Access and Use Workgroup that is addressing concerns relating to health data input, access, use, and protection. Advances in technology and the emergence of new care delivery models are helping to increase our ability to improve health outcomes for all.   However, new care delivery models require additional communications between care providers, as well as with patients and families, adding layers of complexity when it comes to ensuring the protection and integrity of individual health data. Cybersecurity also becomes increasingly important

During 2015, the eHI 2020 Roadmap Data Access and Use Workgroup will address these issues with work in three key areas: organizational strategy, best practices and resources, and data quality and control. Additionally, this Workgroup will identify industry best practices and other regulatory tools available to aid in the management and protection of health data.  Some concrete eHI 2020 Roadmap Data Access and Use deliverables include: 
· Convening cross-industry thought leaders to identify gaps areas in data access and use (including data provenance, granular data control, privacy and security, etc.) where policy levers could be considered;
· Creating an organizational strategy guide that is scalable for different sized providers ranging from single practitioners to larger provider systems with for how CIOs, CISOs, CPOs to help them address organizational data security;
· Utilizing industry experts to identify best practices for data sharing with third parties and build consensus toward appropriate secondary data uses; and
· Developing reports on successful healthcare consumer matching efforts and the costs and benefits of giving patients granular consent to control how their data is shared. 

This work can provide valuable insight into questions posed by ONC in the interoperability roadmap relating specifically to privacy and security protections for health information. On the issue of accurate individual patient matching, eHI will continue to support the development of a robust exchange infrastructure to support accurate patient matching and identification, timely access, and exchange of information for patient care.

Verifiable Identity and Authentication
eHI supports the roadmap’s emphasis on the centrality of learning health system’s participants being known so that “access to data and services is appropriate.” Particularly in the case of patient matching, eHI continues to highlight that as the growth of EHR and other health IT adoption, including the exchange of health information, continues to accelerate nationwide, this need will become more critical to address as more providers and health care organizations contribute to a patient’s record.  Patient matching must take into account the diverse characteristics and attitudes among patient populations and be designed accordingly.  We believe addressing workflow and process issues, data quality, functional and technical requirements, data standards and policy to support these efforts will further enhance the ability to accurately identify and ultimately match patients with their health information. 
  
Certification and Testing 
In the area of certification and testing, eHI highlights its 2020 Roadmap recommendations.  The September 2015 version of the 2020 Roadmap states that,” both the government and private sector have critical roles to play in interoperability. The private sector needs to be heavily engaged in solving interoperability challenges, particularly in the area of standards development and testing to ensure that data follows the provider and patient for
clinical and health purposes. The government needs to continue to be active in providing guidance and benchmarks that raise the bar in almost all building block areas of health IT, including coming to consensus on standards, implementation specifications, and usability requirements to support effective information sharing.  . Standards development should be a primarily private sector effort managed by Standards Development Organizations (SDO) and other related organizations. Key government agencies should participate in the SDO process as they historically have, rather than lead the effort.”

The eHI 2020 Roadmap Interoperability Workgroup has also articulated the need for widely available and rigorous testing processes, tools and harnesses.  These are to be rigorous, publicly available test harnesses that can be used during development, for certification, and during/after implementation. Testing should include creation, transmission and consumption of data to be exchanged. Certification of health IT systems should be market-based and oriented around priority capabilities such as interoperability, safety and security


Standards Advisory
eHI supports the ONC 2015 Interoperability Standards Advisory as a leap forward in providing a consolidated, regularly updated list of standards and implementation specifications for a broad range of clinical health IT interoperability purposes. 

To be robust and effective however, we would recommend adding a number of important items to the Standards Advisory document including:

· Methods for indicating standards’ maturity and availability of test tools;
· Measures of standards’ status in terms of maturity and implementability;
· [bookmark: _GoBack]Clarity about which standards in the advisory are also required for EHR certification in regulation and context about where they are required; and
· Examples of real world implementations in each category and identified implementation resources and contacts as available. 
Thank you for allowing us the opportunity to provide valuable and actionable feedback on ONC Draft Version 1.0 Connecting Health and Care for the Nation: A Shared Nationwide Interoperability Roadmap. We look forward to working with you towards the goal of interoperable, patient-centered care within a learning health system. If you have any questions, please contact us at Jennifer.Covich@ehealthinitiative.org.

 

                         818 Connecticut Avenue NW Suite 500 Washington, D.C. 20006
Tel: 202.624-3270   Fax: 202.429.5553
www.ehealthinitiative.org
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