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April 2, 2015

Karen DeSalvo M.D.
National Coordinator for Health Information Technology 


Department of Health and Human Services 
200 Independence Ave, S.W., Suite 729D 
Washington, DC 20201

Re: Comments on “Connected Health and Care for the Nation.”
Dear Dr. DeSalvo:

Thank you for the opportunity to comment on the draft interoperability roadmap, “Connected Health and Care for the Nation”.  We commend you, the staff of the Office of the National Coordinator (“ONC”), and the members of the advisory committees who support your work for your leadership in this effort.  We look forward to working with you and our colleagues in industry over the next ten years to create a learning health system that will improve health, lower costs, empower patients and stimulate innovation.   

We are especially pleased to share our thoughts about your plan, as nearly all of the questions it addresses were challenges Surescripts also faced when the company was created more than a decade ago with the goal to electronically route prescriptions, medication histories, and formulary/benefit information to points of care in providers’ offices and pharmacies.  At the time, electronic prescribing was one of the pioneer health information technologies and, for most providers, it would become the first clinical technology adopted as they shifted from paper to electronic record sharing and messaging.  There were no models from which to draw as we began the work of designing, building, and scaling an interoperable network.  Over the years, we worked to develop and execute policies related to privacy and security, quality and safety, technical standards and certification, and governance—the very same issues your draft plan aims to address.  Our comments on your proposal are based on learnings from our experience, which we hope will be of value as you finalize the Roadmap over the coming months.

Today, Surescripts operates the nation’s largest clinical health information network.  We have moved beyond e-prescribing and support many forms of clinical messaging.  We serve providers and patients in all 50 states and the District of Columbia and deliver over 700,000 clinical health transactions every hour.  Every day, more than 70 percent of all office-based providers use our services on behalf of 3 million patients.  We connect to 99 percent of all retail chain pharmacies in the country and we delivered over 1 billion prescriptions and 1 billion medication histories to providers this past year.  Our provider directory contains over 900,000 prescribers and our Master Patient Index covers 270 million insured lives.  

While the pace of our growth was accelerated by the two federal financial incentive programs – MIPPA and HITECH -- which created payments and penalties for adoption and utilization of e-prescribing -- we believe that our success is attributable to the value that Surescripts provides and the business model based on that value creation.  Our founding owners -- the National Association of Chain Drug Stores (“NACDS”), the National Community Pharmacist Association (“NCPA”), Medco, Express Scripts, and Caremark
 -- created Surescripts because there was a strong business case to do so.  It is that element -- the need for a clear economic case -- that we believe has been the greatest barrier to system-wide interoperability within the current HIT ecosystem.  That is why we support the payment reforms of the Department of Health and Human Services to move to a value based system of reimbursement.  
We recognize there are technical impediments to interoperability in the system and we strongly support many of the recommendations made in the JASON report regarding changes to the HIT architecture.  We currently are collaborating with other industry stakeholders to accelerate some of the JASON recommendations.  But we remain convinced that even a perfectly designed architecture and wide-spread adoption of standards will not achieve an interoperable learning health system in the absence of a value proposition and corresponding business case for all of the system’s participants.  
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Attached are our responses to questions outlined in the Roadmap. We’ve limited our comments to those items we can address based on our learning and experience building a national interoperable network.   It has been our privilege to collaborate with the Office of the National Coordinator over the past decade, and we look forward to continuing our work with you over the coming years.
Sincerely,
_______________________________________________

Paul L. Uhrig


EVP, Chief Administrative & Legal Officer
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Mary Ann Chaffee

SVP, Policy and Federal Affairs
I. Priority Use Cases

Submit three priority use cases from Roadmap list of 56 candidates:

We recommend the following three as highest priority use cases to inform priorities for the development of technical standards, policies and implementation specifications:
1. Use Case #24:  Benefits communication needs to be standardized and made available on all plans through HIT to providers and patients as they make health and healthcare decisions, in a workflow convenient to the decision-making process

2. Use Case #3:  The status of transitions of care should be available to sending and receiving providers to enable effective transitions and closure of all referral loops

3. Use Case #33:  Providers have the ability to query data from other sources in support of care coordination (patient generated, other providers, etc) regardless of geography or what network it resides in
II. Governance
Recommendations on governance:

Surescripts has significant experience in creating a governance framework for the secure exchange of clinical information on a national scale among a wide and diverse set of participants.  Our governance framework has created extensive, safe, and secure interoperability among a wide set of stakeholders.  The model consists of contractual chains of trust and governance, certification and implementation requirements, on-going compliance and enforcement activities, and continued flexibility and responsiveness to industry needs.  It has served us well by promoting interoperability and quality communications across the Surescripts network.  

At the heart of the governance of a network are the rules of participation – in short: 

1. Who can connect to, and transact business on, the network; 

2. What are the prerequisites and conditions for connectivity, including, but certainly not limited to, security; 

3. How – what are the standards by which – Participants connect to the network; 

4. What message types can be transmitted; and 

5. What are the conditions of continued participation?  
The Surescripts governance model has processes and procedures to:

1. Establish the rules of participation;

2. Disseminate the rules of participation;

3. Require compliance with the rules of participation;

4. Monitor compliance with the rules of participation; and

5. Take enforcement action in the event of a breach of a rule of participation.
We agree that a governance mechanism will help advance interoperability across all the diverse entities and networks that comprise the learning health system.  We do not agree, however, that only one governance model, or one governance model with authority over other models, should prevail.  We believe that one governance model, or one governance structure, that will attempt to govern all of the disparate stakeholders and the many issues involved in the safe and effective interoperability of systems will likely not succeed.  We would recommend that ONC:

1. Take steps to support and nurture the governance models that have been created, such as DirectTrust and Healtheway as just two examples, and encourage the development of other governance models that meet some of the principles described herein; namely transparency, openness to all, focus, and a defined mission and objective.

2. Identify specific and focused issues that are so core and fundamental to nationwide interoperability that they would lend themselves to one governance model.  We would suggest that ONC consider issues related to security and privacy, including, but not limited to, appropriate ID proofing and authentication of users, as issues that are so fundamental to the trust framework that we envision that they lend themselves to a coordinated governance model applicable to all.

A shared governance model can enable stakeholders to make collective decisions that will lead to an interoperable system.  Any governance framework, however, must be open to all interested parties, or at least represent all, who choose to participate.  

A governance framework also must encourage disparate and evolving business models and innovation.  Governance frameworks that do not respect either the introduction of new and innovative market-driven business models or new and innovative technologies, processes, or policies will not lead to the learning health system that we aspire to.

However, we believe that one governance model, or one governance structure, that will attempt to govern all of the disparate stakeholders and the many issues involved in the safe and effective interoperability of systems likely will not succeed.  Several governance models have already been successful in driving interoperability.  Most notably, DirectTrust and Healtheway are examples of governance models, supported at the outset by ONC, that have brought together a common set of stakeholders to address specific interoperability issues.  We believe these organizations have been successful because they have had specific mandates and focus.  It is entirely appropriate that these organizations have different immediate goals and even different methods or standards to achieve these goals.  They provide value and they are addressing market needs in a way that satisfies the needs of the participants.  We are already beginning to see convergence and coordination among some of these existing interoperability initiatives.  We believe that with ONC’s leadership, these initiatives could continue to align as needs dictate into a more clear, cohesive, coordinated effort.  ONC has nurtured these specific efforts, and we would suggest that ONC nurture other efforts that address specific and focused needs in the industry.

We would recommend that ONC first and foremost focus its efforts on specific issues that transcend the various models that exist.  We believe that the broader health IT community should identify the specific capabilities which require uniformity at the national-level and coordinate and build consensus around those issues. The actual governance structure and process should be based upon the issues that warrant national-level coordination.  ONC must be clear as to what and who would be governed, and cannot disadvantage some to the benefit of others.

There are issues that may lend themselves to a common set of “rules of the road” that apply to almost all forms of interoperability.  As noted in the Roadmap, the federal government has a role to play in establishing rules of the road that support consumer protection.  We believe that ONC should identify specific and focused issues that are so core and fundamental to nationwide interoperability that they lend themselves to one governance model.  We would suggest that ONC consider issues related to security and privacy, including, but not limited to, appropriate ID proofing and authentication of users, as issues that are so fundamental to the trust framework that we envision that they lend themselves to a coordinated governance model applicable to all.  In our experience, the intractable issues that create barriers to interoperability and the flow of information across multiple participants relate to trust, or more appropriately the lack of trust, that everyone is adhering to the same standards with respect to security, privacy, and the use of data as it flows from one entity to another.  For instance, it is axiomatic in the world of interoperability that we envision that everyone have assurance that a person claiming to be who they are is in fact who they are.  Accordingly, ID proofing of users of systems is essential.  It is our experience, however, that there are widely disparate understandings of what it means to ID proof, how to be compliance with applicable standards, such as NIST level II or NIST level III, or who are the best parties to do the appropriate ID proofing.  We would suggest that this is one example of an area that would lend itself to a governance framework driven by the federal government.

We applaud ONC’s commitment to transparency.  We would note, however, that certain matters do not lend themselves to transparency.  For instance, ONC has suggested that participants in the electronic exchange of information should share or make public vulnerabilities in its security.  All participants should be held to high standards with respect to privacy and security, but no responsible company would publish or make public, or should be compelled to make public, a report that could effectively be used as a roadmap by hackers or other persons with bad intent to compromise the security of patient information.
We also are concerned regarding the statements in the Roadmap that suggest that “no policy, business, operational, or technical barriers that are not required by law should be built to prevent information from appropriately flowing….”  Leaving aside many laws are designed to prevent certain behavior rather than require certain behavior, we would suggest that there are many policies or operational requirements that are not required by law but are imposed for proper purposes, especially to protect the patient privacy and to ensure the security of patient data.  The Roadmap should not presume that every policy, business, operational, or technical artifact that is not required by law is pernicious in intent or effect even though it could be construed by someone as a barrier.     
We recommend that ONC maximize its unique role to convene and coordinate across existing standards development organizations (SDOs) and interoperability initiatives to foster consensus on the specific issues that need to be addressed at a national-level. Then, ONC may assess whether those issues are best addressed by coordination, communication, engagement or governance.  
III. Privacy and Security Protections

Comments on aspects of privacy protections:
Although the Roadmap discusses the need for states to review regulations and policies, it ignores the issue of 50 diverse statutory regimes governing use and disclosures of PHI.  In our experience, competing state regulatory regimes have been a significant barrier to adoption and utilization.  We recommend that consideration be given to amending HIPAA to create a more universally acceptable standard that would be used as the single regulatory regime, across all states, governing use and disclosure of PHI. 

The Roadmap recommends that states begin revising regulations, policies and programs for granular choice to align with the “consensus categories” of sensitive health information. This both assumes that there are in fact “consensus categories” across the 50 states.   In our experience, the concept of “sensitive information” is fluid and such categories have changed and will continue to change as time goes on. We suggest that the recommendation be reexamined in the context of “consensus categories” that are not static.  Further, we note that when discussing the need to provide patients with “Granular Choice,” the Roadmap does not address the issue of implementation costs.

Regarding patient matching, the Roadmap does not address the issue of a national patient identifier and why it should/should not be utilized.  Our recommendation is for the Roadmap to acknowledge both the issue and the existence of Master Patient Indexes already in use at large scale across the country.  As ONC develops a position on the question, we urge that any proposed data requirements not exceed capabilities for current industry solutions. 

We believe that there is a need to educate patients as they become involved in making choices regarding how their information should be used.  Patients should understand not only how and why their information will be used and disclosed, but also why access to their PHI is important and/or the benefits of allowing such access. Particular focus should be placed on who will provide this education. It may be too onerous for providers to assume this task.
IV. Core Technical Standards and Functions

Which data elements in the proposed common clinical data set list need to be further standardized? And in what way?
In the case of public and population health, we suggest a different approach to data collection and exchange and one that Surescripts uses for our medication history service.   The use of metadata with simple flags and counts would provide more efficient and useful information for researchers and policymakers who are interested in trends across populations.  Methods should be developed to extract data from patient records and aggregate it for public use.  This would eliminate the need to exchange entire records at the level of detail required by clinicians who are actually treating patients.  
Do you believe the approach proposed for Accurate Individual Data Matching will sufficiently address the industry needs and address current barriers?

ONC and Standard Development Organizations (SDOs) should consider standardizing the minimum recommended data elements to be consistently included in all queries for patient clinical health information, and to be used to link patient clinical health information from disparate systems.  We also recommend that individual data matching should focus on the quality of the information used in the match and that data elements involved in search should not be expanded.
V. Certification and Testing

In what ways can semantic interoperability be best tested? (e.g., C-CDA content and semantics)?
We concur with comments made in the advisory committee that standards should be tested before being named.   Surescripts has had a positive experience using that approach with NCPDP standard setting.  As an example, Surescripts tested the electronic prior authorization (ePA) standard prior to consideration and ultimate approval by NCPDP.  We are currently following the same process for consideration of a real time benefit check (RTBC) standard. We also recommend that testing should extend beyond C-CDA content and semantics.
VI. Measurement

Does the measurement and evaluation framework cover key areas? What concepts are missing?

The Roadmap focuses heavily on adoption and utilization as key measurement indicators, an approach that mimics the one Surescripts used in the early days of building our network.  These factors were useful process measures, but as the network matured we realized they were not good indicators for our overall objectives of improving the quality of care for patients and reducing costs to the system.  We subsequently developed a safety and quality program that included a process to track safety problems and measure overall trends in quality system-wide.  We also began engaging our customers in systematic analyses to measure the effects of electronic prescribing on overall system costs.  This was an iterative process and continues to evolve in scope and complexity as our network has grown and additional products and services have been put on offer.   Our learning from this experience and our recommendation to ONC is that the ultimate 10-year objectives should drive the design of the measurement and evaluation framework from the very beginning of the process.

Which concepts from the framework are the most important to measure? What types of measures should be included in a "core" measure set?

As mentioned above, we highly recommend focusing on concepts that deliver value to patients and to the health system rather than concepts that measure process objectives.  
Should measurement focus on certain use cases, priority populations or at certain levels of the ecosystem (e.g., encounter, patient, provider, organization?)

Priority should be on a very focused set of information for population health at a large scale. Based on our experience, scaling will be one of the most significant challenges and critical to creating value.  Use cases may have value early on as bellwethers for future measurement.

What other types of metrics have been successfully used at the local or regional level that might be considered for nationwide use? Would stakeholders be willing to propose novel metrics and provide "test beds" to assess the potential for nationwide use?

Measuring the percentage of covered lives affected is important at local and regional levels, as is measurement of urban/rural coverage.  Surescripts would be willing to collaborate with ONC on testing metrics, but our data may have limited value for that purpose since it is focused on providers rather than patients.  

What measurement gaps should be prioritized and addressed quickly?

We recommend beginning with an assessment of the percentage of patients whose medical record is share-able with other medical record systems without any barriers.  This will create a baseline necessary to track progress and identify gaps.

What other available data sources at the national level could be leveraged to monitor progress?

Our own data on e-prescribing adoption and utilization has been demonstrated to be a good indicator of overall HIT adoption and utilization by ambulatory providers.  It is transactional data, without the limitations associated with survey data, and may have potential to add value to as a measurement indicator for certain aspects of the Roadmap.

How should data holders share information to support reporting on nationwide progress?

We recommend creation of a portal where data files in csv format can be uploaded and made publicly available.   Key information for population health should be aggregated by a limited number of entities, the relevant data points parsed, and a reporting/query engine established to provide the information needed, with an ability for end-users to get to a lower level of data aggregation. 
What are appropriate, even if imperfect, sources of data for measuring impact in the short term? In the long term? Is there adequate data presently to start some measurement of impact?

As mentioned above we recommend measuring the percent of patient records currently available to be shared electronically, as an early step.   We also believe that focused studies using existing data sources within public and private entities could create value for short and long term measurement, but will require new public/private partnerships to achieve.
� Today, our owners are NACDS, NCPA, Express Scripts, and CVS Caremark.
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