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Introduction

This document is based on the Tier 1 criteria as approved by the HITSP at its March 2006 meeting.  Tier 2 should better define and detail the concepts contained in Tier 1 so that a user has some objective metrics to use in applying the Readiness Criteria.  Tier 2 criteria will be produced as two documents.  The first, this document, lists and explains the Tier 2 criteria to be used by the Technical Committees and the HITSP for evaluating standards.  A second document, not yet drafted, will be a worksheet in which evaluators actually enter criteria data during an evaluation.  



Background Information

The HITSP Technical Committees will work with the ONC use cases that refine the Breakthroughs identified by the AHIC.  During the refinement process they will identify specific interoperability goals and the messaging (syntax), vocabulary (semantic), process and interoperability standards that could enable the specific action.  The activity will result in an understanding of gaps in standards that are developed, as well as cases where there are overlapping standards that address a specific interoperability goal or action.

The HITSP process is intended to resolve these gaps and overlaps through committees and panel decisions.

In order to support the HITSP in its coordination activity, we are going to develop several tools.  We have two tools under development:

· An inventory or landscape of current US health standards 

· A set of Harmonization Readiness screening criteria.

This document is part of the Harmonization Readiness toolset and was written to initiate and guide the HITSP Technical Committees in evaluation of possible standards for a given use case. The output of this tool, which we will capture in a separate worksheet, is meant to support recommendations of the standards to meet the needs of the given use case.  The output worksheets will be included as an appendix in the Gap Analysis Template.

For the purposes of this document, the term “standard” refers, but is not limited to,

· Specifications

· Implementation Guides

· Code Sets

· Terminologies

· Interoperability Profiles

Harmonization Readiness Explained

Harmonization Readiness is determined by applying specific criteria that will allow the HITSP to select the initial set of standards most ready for use as an interlocking set to implement in support of breakthrough use cases. 

An interlocking (harmonized) set of standards requires:

· Selection of initial standards based on criteria

· Resolution of gaps and overlaps between selected standards

· Coordinated maintenance of the set of standards based upon feedback from use
The more ready an instance of a standard is, the less risk there will be to the success of interoperability and market acceptance.

The criteria are organized into five categories:

1. Suitability for Purpose – the standard meets technical and business criteria of use case(s) and is compatible as appropriate

2. Standards Developer Organization and Process – meet selected criteria including balance, transparency, developer due process, domain relevance and others 

3. Total Life Cycle Costs and Ease of Access

4. Life Cycle Maturity – how close to widespread adoption is the specific standard

5. Other Considerations

When trying to fill a gap or choose between overlapping standards, the HITSP will determine readiness by reviewing the combination of all five criteria categories:   

Readiness = Suitability and Compatibility + Organization and Process + Total Costs and Ease of Access + Maturity and Market Acceptance + Other Considerations
Each of these criteria categories is described in the following sections. The intent of the criteria is not to accredit or audit an organization or its processes, but to guide the selection of standards in a way that allows open processes and interested parties to be involved, for the betterment of the industry.

1.0 suitability and Compatibility

To be determined suitable, standard(s) must:

1.1 Align with ONC Strategic Framework for HIT

It is assumed that the standards identified to support a use case that the HITSP Technical Committee is working on align with the ONC Strategic Framework. If not, this alignment should be addressed immediately.

1.2 Meet the use case business and technical criteria 

The standard under consideration must meet the use case business concept and detailed technical requirements as determined by the Technical Committee.  If not, evaluation of the criteria should stop.

1.3 Support the goal of information reuse for appropriate clinical, administrative, financial and public health purposes.

Whenever possible, a standard should be compatible with existing standards used by healthcare stakeholders.

1.4 Be compatible with other standards, framework, architecture and models as determined by HITSP.

In the future HITSP may elect to adopt an overarching framework, architecture or models as the basis of its harmonization strategy.  In any event as HITSP names standards and issues interoperability specifications, it will create a web of standards which will begin to define a framework, architecture or model(s).  Therefore candidate standards must be evaluated for their compatibility with such existing standards, guides, frameworks, architecture or models as determined by HITSP. Compatibility also applies to existing and anticipated standards as well as backward compatibility if relevant to legacy standards.  As noted in Section 5, compatibility with legislative and regulatory mandates as well as existing harmonized standards is to be considered.  We especially note compatibility with the legal requirements for ensuring the origination, retention, interchange and access and use of persistent indelible electronic health records sufficient to supplant manual (including paper) record keeping.  Compatibility may be either mandatory criteria or discretionary depending on the authority.  
(Example Scoring Section 1.0:  3 = Aligns to requirement, 0=Does Not Align)

Committee consideration – if the TC is analyzing something that does not fit the 1.0 criterion as a whole, are they down a wrong path?)
2.0 Standards Developer Organization and Process 

This section will need to be completed once per organization cited by a yet to be defined entity. It does not need to be filled out each time for the same organization, if the information is the same. 

It is noted once again, for the purposes of this document, the term “standard” refers, but is not limited
 to,

· Specifications

· Implementation Guides

· Code Sets

· Terminologies

· Interoperability Profiles


The term “standards developer organization” refers to an organization that produces one or more of these documents/artifacts as defined in the Background Information.

A standard is preferred when it is developed by an organization exhibiting the following:

2.1 An ISO or ANSI standard is presumed to meet all requirements except 2.x
.

Standards that have obtained ISO or ANSI approval have already demonstrated a development process meeting all the criteria listed except 2.x.  For these standards, skip to the next section. Standards that do not meet 2.1 conditions are to be evaluated using the following criteria.  This includes “standards” produced by ANSI accredited SDO’s outside the ANSI process.  A determination will be made by HITSP whether the TC or the to be defined entity will conduct Section 2 evaluation.

2.2 Openness & Transparency

Participation in the development of the standard was/is open to all persons who are directly and materially affected by the activity in question. There shall be no undue financial barriers to participation. Voting membership on the consensus body shall not be conditional upon membership in any organization, nor unreasonably restricted on the basis of technical qualifications or other such requirements.  Openness is demonstrated by 

· Timely and adequate notice of standards action to create, revises, reaffirm, or withdraw a standard. 

· A clear and meaningful description of the purpose of the proposed activity, identifying a readily available source for further information.  

· Demonstration of consensus and opportunities for participation by all directly and materially affected persons.

(Example Scoring:  3= Closely aligns to requirement, 2= Moderate Alignment   1= Minimal 0=Does Not)
2.3 Lack of dominance

The standards development process shall not be dominated by any single interest category, individual or organization.  This is demonstrated by the lack of positional or defacto authority, leadership, or influence by reason of superior leverage, strength, or representation to the exclusion of fair and equitable consideration of other viewpoints. Participants from diverse interest categories shall be sought with the objective of achieving balance.  This applies both to leadership and the approval process. Prompt consideration shall be given to the written views and objections of all participants. 

(Example Scoring:  3= Lack of Dominance   0=Dominance
)
2.4 Balance

The standards development process should have a balance of interests. Participants from diverse interest categories shall be sought with the objective of achieving balance.  This applies both to leadership and the approval process.

(Example Scoring:  3= Balance Demonstrated, 0=Balance Not Demonstrated)

2.5 Notification of standards development and coordination

Notification of standards activity shall be announced in suitable media as appropriate to demonstrate an opportunity for participation by all directly and materially affected persons. For example, ANSI accredited developing organizations announce standards activity in Standards Action. 

(Example Scoring:  3= Notification Demonstrated, 0=Notification Not Demonstrated)

2.6 Consideration of views and objections 

Prompt consideration shall be given to the written views and objections of all participants. This should also include a process for responding to input/feedback from implementers.

(Example Scoring:  3= Consideration Demonstrated, 0=Consideration Not Demonstrated)

2.7 Consensus vote

Evidence of consensus in accordance with these requirements and procedures of the standards developer shall be documented.

(Example Scoring:  3= Consensus Demonstrated, 0=Consensus Not Demonstrated)

2.8 Appeals 

Written procedures shall contain an identifiable, realistic, and readily available appeals mechanism for the impartial handling of procedural complaints regarding any action or inaction.  Procedural complaints include whether a technical issue was afforded due process. Appeals shall be addressed promptly and a decision made expeditiously.  Appeals procedures shall provide for participation by all parties concerned without imposing an undue burden on them.  Consideration of appeals shall be fair and unbiased and shall fully address the concerns expressed.

(Example Scoring:  3= Appeal Process Demonstrated, 0=Appeal Process Not Demonstrated)

2.9 Written policies and procedures

Formal, written procedures shall govern the methods used for standards development and approval processes and shall be available to any interested person. 

Cite where the procedures may be found.
(Example Scoring:  3= Policies/Procedures Available, 0=Policies/Procedures Not Available)
2.10 Effective governance and funding to enable the SDO to be a responsible steward, open to stakeholders and able to maintain and enhance its standards

The organization maintaining the standard for which this criteria is being applied must be able to show the standard has been updated in the past, have procedures for enhancing the standard in the future and show examples of timely response to requests for enhancements.
(I’m not sure the TCs need to evaluate this.)
(Example Scoring:  3= Update Process Exhibited, 0=Update Process Not Exhibited)

2.11 Favorable intellectual property and licensing terms

The standard should be available to entities for implementation usage. If applicable, some standards such as code sets or terminologies may have licensing terms that are available for entities to use.  This should include a willingness to share necessary standards with the HITSP and its Technical Committees for use in evaluation and, based on further agreement, in HITSP interoperability instructions.  When necessary, evaluation of favorable IP and licensing terms may be applied to individual standards if the standards organization maintains different terms for different standards (see 3.2)

(Example Scoring:  3= Standards Available, 0=Standards Not Available)

2.12 Willingness to collaborate with other standards developers and the HITSP

The organization must demonstrate examples of past collaborations, or intended future collaboration projects.

(Example Scoring:  3= Collaboration Demonstrated, 0=Collaboration Not Demonstrated)

2.13 Domain relevance with history of commitment

If the standard is not closely aligned to the domain of interest, there is a risk that it may not evolve in alignment with the domain.  Therefore, we want to gather information about the domain of the developer and the standards itself.

1 – Identify which domains a given standard pertains to in a way that allows us to compare across standards

2 – Apply some sort of score to the “answer” that will allow us to rank relevance for this purpose
Domain relevance may reflect the track record and alignment with clinical, technical or business interests.  Does this suggest that a more comprehensive set of standards is preferable to a best of breed standard? 
While a good point, is this criteria different than the 1.0 items?
2.14 While a good point, how do TCs determine. Is this not balance, interested parties items above, as well as HITSP providing a forum?
2.15 Technology and vendor neutrality

The standard should be available to entities for implementation usage without bias toward a technology or a vendor platform.
(Example Scoring:  3= Neutrality Demonstrated, 0=Neutrality Not Demonstrated)

2.16 Uniformity and Commonalty

Standards must broadly support uniformity and commonalty
.  This would preclude (or deprecate) “standards” explicitly designed to promote or protect disparity and fragmentation.
3.0 Total Costs and Ease of Access

3.1 Total costs including development, licensing, and use

The standard should be available to most stakeholders at no or a reasonable cost. Code sets or terminologies should have licensing arrangements, which should not pose a barrier to usage.

(Example Scoring:  3= Availability Demonstrated, 0=Availability Not Demonstrated)

3.2 Lack of barriers, ease of access

The standard should be available in electronic form to all authorized users.  Similar access to previous versions, guides, instructions and other artifacts is desirable.  If the standard differs in terms of IP or licensing from a general policy of the standards organization (see 2.11), then these criteria should be considered in this section

(Example Scoring:  3= Availability Demonstrated, 0=Availability Not Demonstrated)

3.3 Costs of Implementation of New Standards

Consideration must be given to the total costs of implementation across the industry, disruption of current processes due to conversion, coordination and communication costs born by implementers or the lost cost of current in place solutions that will no longer be useful.  A trade-off analysis of the return on new standards versus modifying current standards, the “R” of Return on Investment (ROI) may be necessary.  In essence true total cost (the "I" part of an ROI) to a business instead of just “something new”.
(Example Scoring:  3= ROI has been done, 0=ROI not available)

(Example Scoring:  3= Standard Currently in Use by Industry 0=Standard Not Currently in Use by Industry)

needs much more…how to measure…what

4.0  Lifecycle Maturity

Placing a standard within its Life Cycle may provide indications of its readiness for harmonization.

Life Cycle of Standards -- From Initial Development to Adoption

	


	


	


	




The issue is how to compare standards at different phases of maturity.  Maturity itself may not be a good test.  There may be instances where marketplace adoption is not a strong consideration - especially where currently adopted standards do not lend themselves to interoperability.  So some standards may have low adoption relative to others and yet may be the most appropriate standard to recommend because it is best aligned with the broader goals of the Strategic Framework. 

In the clinical vocabulary arena, there is relatively little system developer support and market adoption at the present time.  If this were given lots of weight, then it might be difficult to justify use of subsets of controlled vocabularies for particular use cases – and they may be needed to achieve the desired functionality.

A priori there is no preferred phase in the maturity life cycle.  If no standard exists, then by definition a solution is very early in the life cycle.  If standards duplicate each other then consideration of how well adopted each may be is a determinant.  Standards late in their cycle, while well adopted, may be slated to be replaced by a next version and thus inappropriate for new designation.

This is a great section as a tutorial, but what are we trying to measure? Some areas are repetitive of earlier criteria….
4.1 Life Cycle Phase 1   Development of Standards

1. During development, a committee writes and documents the technical aspects of standards. (Working Group Draft Stage)

2. Drafts then go through a balloting process, where committee or working group members review the technical merits of the standards. A draft may or may not pass balloting. (User Comment Draft, Recommended Standard)

3. Draft that have passed all necessary ballots are approved and become a standard. 

4. Approved standards are published by the developing organization. 
5. Standards that require updating undergo revision.
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4.2 Life Cycle Phase 2    Testing 
Testing standards is part of the iterative process of standards development. Results from standards testing, including issues encountered, lessons learned, and ideas for improvement, are fed back to standards developers for the next version of the standard. These lessons learned are also available to system designers and integrators who are using the current version of the tested standard.


4.3 Life Cycle Phase 3   Maturity

A standard is mature if it has reached its full natural growth or development. However, it is sometimes hard to know when a standard has reached maturity. Some indicators of standards maturity include the availability of products, the approval of an appropriate consensus group, stability, and user interest. Immaturity has risks, but sometimes users do not wait for the full completion of an accredited standards approval process.  

4.4 Life Cycle Phase 4   Adoption

Who has adopted it – industry, government, U.S. only, etc.  Is it referenced in legislation?

4.5 Demonstrate the flexibility and extensibility to adapt over time

A standard must exhibit the ability to be flexible to meet industry needs. It is not expected that a standard will solve all the problems immediately, but it must have the ability to be enhanced (such as incorporating new business needs, the addition of new code values, new data fields) or the ability to retire items no longer deemed necessary by industry.

5.0 Other Considerations

5.1 Existing resources of “harmonized” standards information

Is the standard named or consistent with other harmonized standards sets?

5.1.1 National Committee on Vital and Health Statistics (NCVHS)

5.1.2 Consolidated Health Informatics (CHI)

5.1.3 ANSI Health Informatics Standards Board (HISB)

5.1.4 Certification Commission for Healthcare Information Technology

5.1.5 Others.

5.2 Jurisdictional laws and regulations (HIPAA, Medicare Part D (ePrescribing), etc.)

A factor that must be considered is laws and regulations that affect the selection of standards. Some laws or regulations actually name specific standards or versions of standards that must be used for named business purposes. In some cases, the standard will have been named based on industry support and acceptance. In other cases, the standard may point to a version that the industry is moving towards, with implementation dates.

5.3 Accepted best practices

To be developed?

6.0 
7.0 
8.0 

� Scoring here is just to show an example.  The criteria need to first be ranked/weighted, and then values assigned.





�We should figure a way to reference the previous definition in Background Section.


�We are unsure whether an ISO or ANSI standard insures that the standards developer meets all of the Section 2.0 criteria.  This is work that needs to be completed.


�This section is about SDOs – should we change this to standards developers must agree to broadly  support uniformity and commonality by precluding or deprecting etc.
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				Comparison of Standards Readiness Criteria								NCVHS

								ONC1 Draft		HIPAA		eRx/MMA		Guiding Principles		Core Termin-ologies		CHI

				Developer Due Process				X

						Openness & transparency		X

						Lack of dominance		X

						Balance of interests		X

						Notification of development and coordination		X

						Consideration of views and objections		X

						Consensus vote		X

						Written procedures		X

				Organizational and Process Criteria

						IP and Licensing terms support broad use w/o local dialects										X

						Governance for responsible stewardship/responsiveness to stakeholders										X

						Funding support assuring long term viability										X

						Policies & Porcedures for maintenance & enhancements				X				X		X

						Insure continuity and updating

						Willing to collaborate w other SDO						X

				Domain Revelance				X		X

						TBD		X

						Improves efficiency/effectiveness of health care				X		X		X

						Meet data needs of health community				X				X

						Support minimal use of PHI				X				X

						Include strong privacy protection				X		X		X

						Improves efficiency/effectiveness

						Improve patient safety						X

						Improve quality care						X

						Include QA measures/systems						X

				Technical Criteria

						Support interactive and RT transactions						X

						Permit patient designation of pharmacy						X

				Technical Criteria (required)1												X

						Concept orientation										X

						Concept permanence										X

						Non-ambiguity										X

						Explicit version ID										X

				Technical Criteria (desired)2

						Meaningless identifiers										X

						Multi-hierarchies										X

						Non-redundancy										X

						Formal concept definitions										X

						Infrastructure/tools for collaborative development										X

						Change sets										X

						Mappings to other terminologies										X

				Stage in Life cycle maturity				X

						Development		X

						Tested		X

						Implemented in products		X

						Adoption		X

				Usage and Market Acceptance

						Earliest use										X

						Number of licensing organizations										X

						Number of licensing developers										X

						Number of end users										X

						Degree of market acceptance				X				X

						Retired, current and emerging								X

						Foundation standards (accept w/o pilot)						X

				Costs						X

						No requirements for third party tools/platforms										X

						Low costs relative to benefits				X				X

						Low licensing costs3										X

						No undue burdent						X

				Compatible with existing standards						X		X

						Backward with existing

						Consistent with HIPAA standards								X

						Permit drug data exchange in FDA/NLM compatible forms						X

				Technology neutral						X				X

				Vendor neutral						X				X

				Flexibilty		Insure rapid improvement cycle and upgrade path				X		X		X
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		Notes

		1		Required scored 0 or 1

		2		Desired scored 0 - 2

		3		Costs scored 0 - 2 per user, fixed, free/nominal





Sheet3

		






