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Question  3 How urgent is the need for a nationwide governance approach for electronic health information exchange? Conversely, please indicate if you believe that it is untimely for a nationwide approach to be developed and why.   

Q. 3 Absence of nationwide governance has not prevented the establishment of health information exchange, but  the disparate efforts to create local, regional and statewide governance approaches has increased the cost and burdens substantially. In addition, the fragmentation of governance methods and approaches has increased the time, cost, and complexity of exchange-to-exchange governance. There is therefore aneed for a rational nationwide governance framework The framework should be lightweight initially, leveraging the federal government’s coordination function and convening role  - facilitating dialogue and deliberation , while not limiting opportunities in the marketplace , including  innovation in how to share health data.  


Question 1:	Would these categories comprehensively reflect the types of CTEs needed to govern the nationwide health information network? If not, what other categories should we consider?  

Q. 1 DRAFT COMMENT  Yes, these three categories are valid.  However, the WG is concerned that there is a level missing in general.  Many of the CTEs are expressed at the level of an accreditation or certification criteria.  The governance process should first focus on establishing and defining the policy objectives in  and across each category. There should subsequently  be a process for identifying the detailed accreditation/certification criteria that would achieve the policy objective, and which would then be validated by an accreditation or certifying body. As an example, rather than documenting specific certification criteria for Direct Project compliance, the Interoperability CTE would first define the policy needs and objective for Directed Exchange, and then the associated standards and implementation specifications which would be used to create certification test procedures. 

[bookmark: _GoBack]As the policy level CTEs describe policy objectives, not explicit validation of those objectives, the WG notes that the generalized use of the term “validation” in the RFI should be replaced by describing a specific process for developing, maintaining and revising accreditation and certification criteria associated with the policy level CTEs. As we note in the lifecycle comments, the policy objectives are likely to change only slowly over time whereas the associated standards, implementation guidance and accreditation and certification criteria will be subject to more rapid change.

Question 2. What kind of governance approach would best produce a trusted, secure, and interoperable electronic exchange nationwide?   Question 4. Would a voluntary validation approach as described above sufficiently achieve this goal? If not, why? Question 7. What other approaches to exercising our authority to establish a governance mechanism for the nationwide health information network should we consider?
Q  2, 4 and 7 Combined Comment The WG believes that it’s important to first define success criteria.  The objective of such criteria would be to identify an approach that: is cost effective in establishing interoperability and trusted exchange; is participative and accepted by a broad range of stakeholders (including consumers); is sufficiently flexible to allow for dynamic changes in the market and in technologies; and helps states fulfill their responsibilities for their citizens without having to create structures of their own.   A voluntary approach would be sufficient if, as the WG expects, other incentives are tied to them by other public or private entities, e.g. if Federal agencies make validation a condition of exchanging with them, or if companies make validation a condition in their business contracts.  


Question 5.  Would establishing a national validation process as described above effectively relieve any burden on the States to regulate local and regional health information exchange markets?   Question 6. How could we ensure alignment between the governance mechanism and existing State governance approaches?

Q  5 Comment. Yes, see answers to questions 2, 3, 4, and 7.  Q 6 Comment  Acceptance and alignment with State governance approaches should be a success criterion as noted in the answer to questions 2, 3, 4 and 7. In addition, existing and future grants have voluntary and other policy levers to encourage alignment with the national framework. 



Question 60. What process should we use to update CTEs?

Q 60 Comment.  The WG would first repeat its answer to Q 1: that a policy level needs to be added to the CTEs.  We believe that the policy level CTEs would change less often than the CTEs expressed at the accreditation/certification level.   We believe that processes for updating the policy CTEs from the accreditation/certification CTEs should be separate.  Next, the WG suggests breaking out the types of updates that would be expected.  We anticipate  updates would be based on three different new issues:  (1) real new challenges—technical, in privacy and security,  new business practices;  (2) developments in the policy/legal framework in which CTEs operate that require changes in CTEs;  and (3)  new requirements that those who might provide additional incentives to the voluntary approach might impose, e.g. changes to Meaningful Use.  Each needs a different updating process. (1) requires a very participatory process, which could be technologically enhanced, and a way to prioritize or elevate issues.  (2)  needs legal guidance whether new CTEs are needed (e.g. like General Counsel opinion) ;  (3)  depends  upon stakeholder relationship management to know what new CTEs would actually help.   Also there needs to be another process  - including the definition of  metrics - for evaluating  of how current CTEs and the associated accreditation and certification criteria are performing— including a cost-benefit analysis if CTE is achieving its goal in most cost effective way.

With respect particularly to the standards, implementation guidance and certification criteria tied to Interoperability CTEs are likely to evolve significantly faster than the associated Interoperability CTEs; accreditation criteria are likely to evolve somewhat faster than the Safeguard and Business Process CTEs to which they are associated; the policy level CTEs are likely to evolve only slowly in response to significant environmental changes. The governance process should recognize and accommodate these different rates of change.

There should be a process for retiring CTEs and associated accreditation, standards, implementation guidance and certification criteria. The process for retiring Interoperability CTEs, standards, implementation guidance and certification criteria should recognize that the nationwide health information technology infrastructure will be upgraded piecemeal, leading to multiple versions of Interoperability CTEs and associated standards, implementation guidance and certification criteria in effect at the same time and should accommodate this reality. 


Question 61: Should we expressly permit validation bodies to provide for validation to pilot CTEs?

Q 61 comment.  Yes, when structured well, this would be valuable in enabling the development of new and innovative approaches.   


Question 62. Should we consider a process outside of our advisory committees through which the identification and development to frame new CTEs could be done?

Q 62 comment.  The WG feels that the FACAs are currently the most appropriate mechanism for the “Pilot”, “National” and “Retired” steps in updating policy level CTEs and associated accreditation and certification criteria – taking into account the different kinds of updates anticipated and described above. The “Emergence” process should explicitly allow for innovation, particularly with respect to Interoperability CTEs and their associated certification criteria, enabling them to be developed in the public and private sectors by a range of actors without needing formal FACA oversight. The FACAs can play several other important roles.  They are a channel for those affected by the CTEs and participants in the exchange of health information to bring issues forward for national discussion or to showcase developments in the field.  They can recommend pilots and innovations.  They are a good single place or first place for stakeholders to go to learn about policy discussions and developments in a complex environment.   They are important in setting policy-level objectives, and defining metrics to evaluate how these are met.

