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Priority Question for IE Workgroup:

Question 66: We encourage comment and citations to publicly available data regarding the following:
1. The potential costs of validation

Q. 66. 1 - Draft Comment:
· The IE Workgroup believes that the cost of validating NVEs will vary greatly depending on the range of services offered by the NVE and which CTEs will apply to these services. 
· Cost should be reasonable and minimized whenever possible to prevent placing undue burden on entities seeking to operate NVEs. In particular, validation costs for offering directed exchange services needed for proposed stage 2 meaningful use should be low enough to permit affordable fees for small providers and other participants with limited resources.

2. The potential savings to States or other organizations that could be realized with the establishment of a validation process to CTEs

Q. 66. 2 - Draft Comment:
· The proposed governance approach will benefit states by encouraging greater participation in health information exchange, improving quality and reducing the cost of care. Only a few states have established their own accreditation/certification programs for health information exchange. A national governance program will allow those states to eliminate certification programs, producing clear cost savings.

3. The potential increase in the secure exchange of health information that might result from the establishment of CTEs

Q. 66. 3 - Draft Comment:
· The IE Workgroup foresees a significant increase in health information exchange resulting from the proposed governance structure, including by nontraditional exchange participants.

4. The potential number of entities that would seek to become NVEs
Q. 66. 4 – Draft Comment:
· NVEs will not be/should not be a “one size fits all” type of entity. Instead, they will likely come in a variety of shapes and sizes offering a variety of services. If that is the case, and we account for that in everything from validation to reporting requirements, then the likelihood of thousands of entities pursing NVE status is high. If, on the other hand, NVE status requires a minimum set of services that is far-reaching in scope, we will likely limit the number of organizations seeking NVE status.
· Under the first scenario, the IE Workgroup predicts that hundreds and perhaps thousands of organizations such as EHR vendors, RHIOs, HIOs, patient engagement vendors, large hospital systems, academic centers and more will seek to become NVEs. 
· Organizations already facilitating health information exchange will be naturally aligned to serve as a NVE under the proposed governance structure. 

5. The NVE application and reporting burden associated with the conceptual proposals we discuss.

Q. 66. 5 – Draft Comment:
· The IE Workgroup does not have an estimate for the application and reporting burden, which will vary greatly depending on which exchange services are offered and which CTEs need to be validated.
· The NVE application and reporting burden should be kept at a reasonable level to encourage NVE participation and permit modest fees for NVE customers. One strategy to reduce cost and burden is to automate validation and auditing of CTEs. 







Secondary Questions for IE Workgroup:

Condition [I-1]: An NVE must be able to facilitate secure electronic health information exchange in two circumstances: 1) when the sender and receiver are known; and 2) when the exchange occurs at the patient’s direction.  

Question 45: What types of transport methods/standards should NVEs be able to support?  Should they support both types of transport methods/standards (i.e., SMTP and SOAP), or should they only have to meet one of the two as well as have a way to translate (e.g., XDR/XDM)?

Q. 45 Draft Comment:
· The IE Workgroup recommends that NVEs be able to support both transport – SMTP and SOAP in order for NVEs to serve a diverse array of entities relying on different transport methods.
· If it is preferable for NVEs to support only one mechanism of transport, SMTP is currently supported by Public Health efforts such as the Immunization Information System as well as the Direct Project and should therefore be prioritized. 
· Further clarification is necessary for the responsibilities NVEs will have to recognize recipients’ certificates when Condition I-1. 2. Exchange occurs at the patient’s direction.

Question 46: If a secure “RESTful” transport specification is developed during the course of this rulemaking, should we also propose it as a way of demonstrating compliance with this CTE?

Q. 46 Draft Comment:

· The IE Workgroup recommends proposing a secure “RESTful” transport specification as a way of demonstrating compliance with this CTE if available. However, the IE Workgroup recognizes that Public Health has little experience with this protocol.

Condition [I-2]: An NVE must follow required standards for establishing and discovering digital certificates.

Question 47: Are the technical specifications (i.e., Domain Name System (DNS) and the Lightweight Directory Access Protocol (LDAP)) appropriate and sufficient for enabling easy location of organizational certificates?  Are there other specifications that we should also consider?

Q. 47 Draft Comment:
· The IE Workgroup believes that DNS and LDAP specifications are appropriate and sufficient for the easy location of organizational certificates. This approach is aligned with recommendations for certificate discovery from the Standards & Interoperability Framework.


Question 48: Should this CTE require all participants engaged in planned electronic exchange to obtain an organizational (or group) digital certificate consistent with the policies of the Federal Bridge?

Q. 48 Draft Comment:
· The IE Workgroup recommends that the Interoperability CTE require participants engaged in electronic exchange to obtain digital certificates consistent with the policies of Federal Bridge Certification Authority.

Condition [I-3]: An NVE must have the ability to verify and match the subject of a message, including the ability to locate a potential source of available information for a specific subject.

Question 49: Should we adopt a CTE that requires NVEs to employ matching algorithms that meet a specific accuracy level or a CTE that limits false positives to certain minimum ratio?  What should the required levels be?

Q. 49 Draft Comment:
· The IE Workgroup does not recommend establishing a universal accuracy level or minimal error ratio for all NVEs. Matching algorithms may not be appropriate for NVEs that act a relay system without storing or analyzing data
· This CTE could be applied to NVEs that are operating under a public health utility model or are building repositories of patient information. In these instances, Public Health usually has to match at two levels of interest: 1. at the patient level and 2. At the unit of interest such as a vaccine. Creating a minimal ratio for each matching level would be more appropriate than a universal accuracy level. 
· Pilot projects should be considered to explore the role of an NVE in patient or unit matching services.

Question 50: What core data elements should be included for patient matching queries?

Q. 50 Draft Comment:
· The IE Workgroup recommends dropping Condition I-3 as a requirement for every NVE’s validation. Establishing core data elements needed patient matching is best left to those NVEs sending and receiving patient information or otherwise working with systems able to produce unique patient identifiers. 



Question 51: What standards should we consider for patient matching queries?

Q. 51 Draft Comment:
· The Privacy and Security Tiger Team’s recent efforts to create patient identification and matching standards should be used to inform this CTE. 



Question 63: What would be the best way(s) ONC could help facilitate the pilot testing and learning necessary for implementing technical standards and implementation specifications categorized as Emerging or Pilot?

Q. 63 Draft Comment:
· The IE Workgroup recommends ONC provide strategic guidance as well as funding for pilots to implement technical standards. ONC support and mobilization of pilots galvanizes stakeholders and significantly accelerates consensus on standards specifications and widespread adoption of workable standards.

