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Objective
To develop a proposal for the Healthcare Information Technology Standards Panel to endorse and transmit to the Office of the National Coordinator in regards establishing operations and machinery for the “U.S. Healthcare Terminology Authority”.

Background

The Healthcare Information Technology Standards Panel (HITSP) is chartered by the Department of Health and Human Services and the Office of the National Coordinator to harmonize interoperability standards for healthcare information in the United States.  This includes both harmonizing existing standards through consensus among all public and private stakeholders, as demonstrated in its Interoperability Specifications, as well as developing the consensus process to work with standards organizations to prospectively harmonize standards.   Thus as to the harmonization function to develop U.S. centric consensus on interoperability standards and terminologies, HITSP is the de facto U.S. standards harmonization authority”.
HITSP and its Foundations Committee are developing on a small scale harmonization of value sets and information model fragments as a prototype method and process for harmonization of US HIT standards.  In order to be viable such methods and processes must be sustained and output artifacts managed over time.  The Foundations Committee has begun to formulate a list of functions that will be necessary to support ongoing harmonization processes, operations and implementations.  These include but are not limited to operating a registry of value sets and fragments harmonized across standards and standards organizations and drawn from multiple terminologies and reference models, acting as an OID authority, supporting mappings as necessary, and other operational products of the harmonization process.

Considerations
As discussed here, the U.S. Healthcare Terminology Authority is the national entity that manages the consensus process and necessary operations to ensure selection and maintenance of US standard value sets and associated artifacts.  Value sets are uniquely identifiable and testable set of valid concept representations that is machine processable.  A value set may be drawn from a single or multiple code systems.  
The proposed Healthcare Terminology Authority would establish the U.S. position to be represented in international standards forum and organizations but it will not represent the U.S in such forums.  Thus the U.S. Healthcare Terminology Authority would expect to work with the U.S. Technical Advisory Group to ISO Technical Committee 215, which represents the U.S. within ISO.

It is not necessary that the consensus process and the sustaining operations of the U.S. Healthcare Terminology Authority be the same organization.  HITSP is currently chartered to harmonize interoperability standards for U.S. health care and is therefore the de facto U.S. Healthcare Terminology Authority.  HITSP does not have a mandate to operationalize the harmonization process.  However, it is the view of the Foundations Committee that operationalization must have a central point of access, that is, a user of harmonized standards should be able to go to one point and access in one format the value sets, fragments, OIDs and other direct products of the HITSP harmonization project.  This does not, of course, include actual interoperability standards and terminologies that are maintained by their respective standards organizations.

Options

There are three sets of options to consider:

1.  What organization should serve as the primary or central point of authority and access to U.S. Realm products?
As noted HITSP is the de facto U.S. Healthcare Terminology Authority.  However, its future is clouded by lack of a sustaining business model and the uncertainty created by its lack of Congressional authorization.  The consensus harmonization function will necessarily continue, likely as a private-public entity under ANSI.  We believe that the Office of the National Coordinator and Department of Health and Human Services take steps to ensure a stable, long term Authority to ensure continuity and integrity of value sets used over time in electronic health records.  Operationalization could be a function of the U.S. Healthcare Terminology Authority itself.  However, there are many potential candidates to host the machinery, such as the NLM, the United States Health Information Knowledgebase (USHIK) or others. But whether part of HITSP or other entity, funding is the essential requirement.  We anticipate that some significant portion must come from the federal government.

2.  How can such a central authority be implemented, i.e., as a centralized or decentralized system?
Centralization facilitates standardized methods, output and access control but comes with more concentrated funding needs and creates potential political conflicts.  Decentralization has the value of spreading the burden of maintenance to multiple entities with specific domain interest.  The downside is the need to coordinate and standardize different systems and methods. HL7 is developing a suitable standard, Common Terminology Services II (CTS II), that could enable decentralization but it is not ready for deployment.  

Practically, a centralized source, particularly as the harmonization products and registry remain small, is the only option.  Start up and annual operational costs could represent $1 million and $100,000 respectively.
3.  What tools should be selected to support central access and implementation choices? 

The Foundations Committee has investigated many of the primary technical options and existing tools that could be used as components by the U.S. Realm for managing value sets, model fragments.  These include the USHIK, the NLM Unified Medical Language System Meta-thesaurus, the National Cancer Institute’s caBIG/caCore, the DOD Terminology Service Bureau, SNOMED Ref Set Mechanism and HL7 CTS and value set registry .  While not yet able to make recommendations, the small scale project intends to test at least three of these tools and methods as part of the harmonization process to be reported in October.

Preliminary Recommendations
1. Coordinate Foundations Committee Small Scale project with the NLM-HL7 project to leverage both and avoid duplication

2. Prepare a detailed technical, operational and budget proposal for the U.S. Healthcare Terminology Authority operations

a. Enumerate all functions, process and operations

b. Consider centralized and decentralized approach
c. Consider available technical organizational solutions.
3. Identify potential candidate authorities, presuming funding is found, to manage the U.S. Healthcare Terminology Authority operations.
a. HITSP as the realm authority would be the most likely candidate but has not yet developed a sustaining business plan or IT infrastructure to support operationalization.

b. A separate entity, agreeable to all stakeholders, to manage operations of the harmonization process.
4. Prepare final recommendations and proposal for HITSP review and approval at its October 2007 meeting with the expectation these will be forwarded to ONC and used by HITSP in implementing Foundations Committee process plan for establishing the US Healthcare Terminology Authority within HITSP..
5. While outside the scope of the Foundation Committee work, it is necessary for ONC and HHS to determine the ongoing HITSP role as the U.S. Healthcare Terminology Authority including funding for consensus, machinery and operations.
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