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April 27, 2015

Thank you for the opportunity to comment on the 2015 Interoperability Standards Advisory.  Please consider the following use case as context for the comments below.
Use Case
Providers wish to query an immunization registry in conformance with Meaningful Use Stage III.  These providers participate in a Health Information Exchange (HIE).  Under Meaningful Use Stage II, they submit HL7 V2.5.1 VXU messages to the local immunization registry by sending them to the HIE, which passes them (unmodified) to the immunization registry.  Providers who do this using Stage II certified software are able to receive Meaningful Use Stage II credit for submission of immunizations to public health.
The immunization registry makes use of an edge server called the Immunization Destination (IZD) that is certified under Meaningful Use Stage II.  The IZD is capable of receiving messages from EHRs that are not certified, or that send messages in a non-conformant format, and translating them into VXUs for forwarding to the immunization registry.  CMS and ONC have confirmed  that providers using this mechanism can still receive their Stage II Meaningful Use credit for immunization registry submission, even though the sending EHR system  does not use certified software, or does not make use of the required HL7 V2.5.1 protocol.  The reason is that HL7 is used along the path to the immunization registry even though at one point, passage through a certified system, including possible translation, occurs[footnoteRef:2].   This established a precedent of having a certified intermediary that acts on behalf of a group of cooperating EHR systems. [2:  (This is a paraphrase of the way the rule has been interpreted.)] 

The HIE in this use case implements document-based protocols to query participating systems for patient data, including immunizations.   Here, the immunization registry’s IZD edge server again provides a translation service.   The HIE accesses the IZD  through Cross-Enterprise Document Sharing (XDS).   The IZD edge server established by the immunization registry is capable of responding to XDS queries.
[bookmark: _Toc413082834]Here is where an innovative use of HL7 V2.5.1 comes in.  Rather than responding to the XDS query by in turn querying the production immunization registry system, the IZD conforms to the design of any typical edge server.  As such, it stores key immunization data which it keeps synchronized with the immunization registry production system.    It does not need to query the immunization registry production system each time it receives a query from the HIE.   It remains synchronized with the immunization registry by virtue of HL7 VXU messages that are regularly sent from the immunization registry to the IZD edge server.    This is illustrated below:


Note  that the IZD is certified, and therefore capable of performing all the required HL7 V2.5.1 functions including queries; it just doesn’t use the queries in responding to the XDS document queries from the HIE, because a more efficient approach exists.
Relation to the 2015 Interoperability Standards Advisory
For Immunization Registry Reporting, the Advisory recommends the HL7 Version 2.5.1 Implementation Guide for Immunization Messaging http://www.cdc.gov/vaccines/programs/iis/technical-guidance/downloads/hl7guide-1-5-2014-11.pdf.  Likewise, it recommends both XDS and XCA under the Services category.   The large number of different standards is likely to require deployments such as the one described above where different paradigms – messages, documents and services - are supported in a large and complex community environment.  In addition, as in the above example, the path from sender to receiver may include more than one “hop” or sender-receiver pair.  Such environments must necessarily include systems that can translate and transform from one “paradigm” (message, document, service) to another, and must be able to link together transactions among disparate pairs of systems.
We therefore recommend the following:
1. Where Meaningful Use credit for any module requires Certified EHR software supporting a particular standard to be used, we recommend that only one system along the path from sender to receiver be required to be certified for that module, and/or make use of the recommended standard (such as HL7 v2.5.1).  
2. While certification itself may include testing a variety of transactions from the required standard (example:  update and query), in the field, the rule should only require that the standard be used and not specify any particular transaction from the included set.  For example, in the above, if it makes more sense to update the IZD using VXU “update” messages than QBP “query” messages, that should be allowed.
3. The above recommendations preserve the use of the recommended standard (HL7 v2.5.1) for access to the immunization registry.  However, a more practical wording of the rule will only require that one of the protocols included in the Advisory actually be used by the provider wishing to receive Meaningful Use credit.  For example, if a provider performs a “Query for documents within a specific health information exchange domain” using the required XDS, and that query results in an XDS query to an immunization registry edge server such as the IZD, then in reality, there is no value in requiring HL7 v2.5.1 to be used between the IZD and the immunization registry, unless the immunization registry requires it.  The requirement for XDS should be sufficient to ensure that the provider in question has adopted certified EHR software and is using it (the spirit of the law).  Note that at no time does the provider in the above use case make use of HL7 v2.5.1 in accessing the immunization registry, but rather, only of XDS, which it is required by the HIE to use.   The requirement for HL7 v2.5.1 is not meant for the benefit of the provider but of the immunization registry.  However in this case, HL7 v2.5.1 is of no value to the immunization registry either; far more efficient methods of synchronization exist.  The requirement to use HL7 v2.5.1 may actually become a technical burden.      
Meaningful Use is an incentive system for the provider – not for public health.   If the immunization registry can communicate using one of the other standards such as XDS, and finds it advantageous to do so, then the XDS query to the HIE should suffice.  In any event, given the large and diverse set of standards enumerated in the Advisory, it seems some consolidation is desirable and inevitable. 
Thank you again for your consideration.

Sincerely,
Alean Kirnak
President
[bookmark: _GoBack]
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