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April 3, 2015

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

Dear Dr. DeSalvo:

Mayo Clinic appreciates the opportunity to provide feedback on the ONC’s Draft Version 1.0 Connecting Health and Care for the Nation: A Shared Nationwide Interoperability Roadmap.  

Mayo seeks to inspire hope and contribute to the health and well-being of all patients, by providing the best care possible through an integrated clinical practice, with active programs in health education and research.  The Mayo Clinic since its founding has been an innovator in healthcare, with the creation of its unit record over 100 years ago, to the advances coming from our multifaceted research program.

We thank you for the opportunity to provide this feedback and hope that it assists you in your goal of achieving a learning health system.


Sincerely, 


Steve G. Peters, M.D.                             Timothy S. Larson, M.D.
Vice Medical Informatics Officer          Information Management and
Mayo Clinic                                                Analytics, Medical Director
Rochester, MN                                       Mayo Clinic
                                                                Rochester, MN













Interoperability Roadmap 
“Connecting Health and Care for the Nation – A shared Nationwide Interoperability Roadmap – Draft version 1.0”

[bookmark: _GoBack]Section D - Care Providers Partner with Individuals to Deliver High Value Care
D1. Organizational Governance 
Comment:  
Not all provider organizations will see value in establishing formal relationships at all levels. Larger providers will want to establish relationships at the national level, while smaller providers will find it beneficial to do so at the regional level.  There is no significant benefit for larger providers to join multiple regional spoke and hub HIEs when they can use Direct and Exchange (Connect) to connect to all levels. 
D2. Providers embrace a Culture of Interoperability and work with vendors and other supporting entities to improve interoperability
4. Seems to ignore the business realities in the current market place.  Most contracts with vendors are signed when a new system is acquired.  A typical EMR system will normally operate at a site for over 10 years; this is because they represent a significant capital investment.
D3. Accurate Measurement
Comment:    
This call to action seems to ignore the reality that simply exchanging information, without significant focus and effort on improving the quality of that information, will not yield significant value.  Population health analytics and quality measurements, based on external data sets are currently problematic.  Who will assume responsibility for the quality and accuracy of the information ingested into a given EMR system?   
D4. Interoperability of processes and workflows
Comment:  Define use cases, identify requirements, define standards for plug and play, and engage vendors to re-engineer their EHR applications, create library of plug and play solutions, and request that providers leverage the library of interoperable workflows.  Until requirements are generated, and standards development phase is completed, these goals seem unrealistic.
(2) We have concerns that the call to action contains too many items and there will not be sufficient incentives, standards development, testing and validation in place to ensure that these abilities are manifest. 
(3) There are dependent activities, such as defining the requirements and creating the new standards to support plug and play, which are missing.
Section E - Ubiquitous, Secure Network Infrastructure
E1. Ubiquitous, secure network infrastructure
Review by our security community was very positive about the roadmap. It was noted that it aligns with current thinking at Mayo on the topic. 
Additional items that should be considered, in this section:
· Medical device security, various monitoring devices in inpatient and outpatient settings.
· Consumerization of healthcare tech (ala fitbit and health kit), will deserve attention. 
Section J - Consistent Data Formats and Semantics
J1. Common, list of interoperability standards
(1) An annual refresh of the list of best available has the potential to do both good and harm. If the pace of change exceeds the ability of healthcare industry to adapt, it could result in a mix of standards in operation nationally or artificially drive vendors to stay current on standards, at the expense of supporting real usability.  

On the other hand, identifying best available standards and implementation guides nationally does enable the industry move uniformly towards interoperability goals.  
When assessing the pace of change, it may be useful to determine the type of change proposed; evolutionary or revolutionary and set the pace accordingly.
(3) With an annual publication of best available, a corresponding annual update of production systems could represent a significant risk to patient care. As indicated earlier, depending on the pace and type of changes proposed, provider implementations could become unstable. 

It is assumed that the list of best available represents a reference to the 2015 Interoperability Standards Advisory – Best Available Standards and Implementation Specifications.  

Implementation conformance likely requires periodic conformance testing, and conformance testing will represent a potential challenge to some provider communities. Some providers have multiple systems integrated within their production environments.  Recreating this within a test environment, with production reference data and realistic test data, with realistic processing flows, in order to evaluate realistic conformance on a periodic basis is a non-trivial undertaking.  As conformance requirements will be refined annually, it would be useful if conformance testing could be internalized within provider IT shops.

(4) What will drive the expansion of interoperable health IT and users?  New specifications and standards, or will there be programs in place to promote, fund and champion the expansion? 

What adoption rules are assumed with the publication of new best available standards?  Is there a requirement to migrate from previously specified (old) standards to new next available standards within a given timeframe (1 year, 2 years, 3 years)?   Or are implementations simply requested to migrate opportunistically, I.e. when they replace their EMR solutions or vendor?

(5) Achieve nationwide learning health system, will require that patients, providers, researchers and policy makers work together to establish a framework for patient identification, security, privacy, access controls, and safeguards to ensure personal privacy, patient safety, and public good concerns are all served in an appropriate fashion. 

Prior to the establishment of a nationwide implementation, there should be regional experiments to assess the proper technologies, procedures, policies and governance precepts to ensure all concerns are appropriately managed.

J2. Architecture in support of standards activities

(1) The list of use cases cited represents a nice set of ideas, however, healthcare is a business, and nice ideas need to be grounded in the reality of profit & loss and cost & benefit.  Are those receiving the benefits, paying for them?  If not, who does?

Does the patient benefit in any direct way?  If not, why are they paying for this service?

(2) A nation unwilling to establish a national patient identifier seems unlikely to be successful in establishing a technical architecture for a learning health system.  Unless the government is willing to first resolve one of the most basic issues of clinical applications management, we would not view this as an appropriate action.

(3) Each new use case will likely generate changes in implementation guidance, as use cases define requirements, inclusive of data requirements.  The process should be:
· Define use case
· Prioritize use cases (proceed with a small set between 1 - 3)
· Determine functional / data requirements
· Update the standards / implementation guides as needed
· Establish pilot implementations 
· Independently assess the benefits and cost (proceed with 0 – 1)
· Where appropriate promote to national implementation status

J3. Develop and pilot new standards for priorities
(1) The establishment of standard orderable codes will represent a significant undertaking for the industry as organizations currently operate with locally defined coding. 

A process needs to be established which transparently identifies priorities for the LHS.  

(5) It might be a useful to measure the feedback provided:
· Was feedback submitted
· Were changes made based on the feedback?
· If not, why not?

J4. Vocabulary approach

(2) The use of the term “translation services” needs clarification.  
With regards to vocabulary terms, if the translations are not defined within the vocabulary system, where it can be reviewed and corrected as needed, it is likely that they are not accurate.  Therefore the translations of terms need to be defined by the Vocabulary SDOs and not by the Health IT developers.  

J5. Maintain and improve standards
(1) There should be systematic reporting of issues identified, issues resolved and issued deferred or outstanding.

J6. New standards that support new and evolving requirements and priorities
(1) Requirements derived from community identified use cases should be forwarded to SDOs, the SDOs should then be charged with the development of standard formats, vocabularies and implementation guidance. If this process does not work, it should be fixed.
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