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Comments on HITSP 06 N 52:

Standards Harmonization Readiness Criteria, TIER 1 – 2/20/2006
Committee Working Draft

Thanks for the opportunity to comment on this draft, which obviously reflects good work and thought.  I hope the Committee finds the following comments useful.
1.  Harmonization is a very ambiguous term.  Do you have to use it?  Why not just “standards readiness” - which you can then define in relationship to the breakthrough use cases.  If you are going to use harmonization, you had better give your definition of it up front.
2. Slide 4 – Whether you stick with “harmonization” or not, this could use some editing to improve clarity. (In the text below, I retain the “harmonization readiness” language for ease of reference).

Bullet 1:  If I understand your intent properly, “Harmonization readiness” is not an act – it is something that can be determined (we hope!). Perhaps better to start out with “Harmonization readiness is determined by applying….”

             Since I think the issue is selecting a SET of standards that will work together to implement specific use cases – and I am not sure what “specific action of interoperability” means, I would suggest something like this to finish off this point:

“…criteria that will allow the HITSP to select the initial set of standards most ready [pick one: (to be harmonized) (for use as an interlocking set)] to implement specific breakthrough use cases.”  Note that a standard that is not wonderful when judged by objective criteria may work very well as part of a set for a specific use case.

Bullet 2:  It would be clearer to me if you started with “A harmonized (or interlocking) set of standards requires”.  I would amend the second 2 indented points as follows:

 “Resolution of gaps and overlaps that affect the use case”.


“Coordinated maintenance of the set of standards, based on feedback from use.”

3. Slide 5 – This is a useful chart, but I think you must somehow build into it feedback from real use, which should inevitably lead to iterative refinements in the standards used for specific use cases.  The only good standard is one that has actually been used – because only real use can identify shortcomings that must be fixed.  I understand that there in no intent for this process to operate on a totally different plane from actual use of the standards – the chart should reflect that.
4. Slide 7 – Perhaps you need to build in the notion of standards that can be made to be suitable for purpose.  If nothing is there yet, it may still be the right decision to start with some candidates that need quite a bit of work.  May be useful to have the notion of “final” and “provisional” standards, based on the e-prescribing model.
5. Slide 8 – Perhaps build in the notion of emphasis on responding to input/feedback from those who are actually implementing the standards.  Regarding favorable intellectual property and licensing terms, it should be a goal to avoid creating unregulated monopolies.

6. Slide 10 –  Standard life cycle should more explicitly reflect iterative refinements based on real use.  These things are not going to work perfectly, even after changes based on initial testing. (I am repetitive, but consistent!) What is the U.S. DOT that is referred to here?
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.
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