Draft Standards for Trial Use (DSTU)

HL7 policies for DSTU ballots 

DSTU Governing Principles

The formal HL7 policy for DSTU ballots (POL 14.00.01) sets forth the governing principles for their use.  The following paragraphs paraphrase that policy.

DSTUs will be used to "provide timely compliance with regulatory or other governmental mandate and/or timely response to industry or market demand." "Issuance of a DSTU … shall only proceed with the understanding that the draft standard will, following a suitable period for evaluation and comment, be expeditiously incorporated into a fully balloted and accredited version of the standard."   Thus DSTUs are not suitable for documents that are considered informative.

"Where the evaluation and comment period results in a need for substantive changes … [the final] standard may embody such changes." Thus, "the accredited version of the standard … is not bound to maintain compatibility with the initial DSTU." "The author(s), given that the intent of a draft standard is to improve the viability of the accredited standard, [should] select enhancement over compatibility."  

"Conversely, recognizing the commitment and investment involved in implementing a DSTU for evaluation and comment, a DSTU implementation shall be accepted as viable for up to two years after … [DSTU] publication or for up to six months after the publication of … the first accredited version of the standard that embodies the draft standard, whichever is longer."

DSTU Process

The policies further describe the procedures to be followed in proposing, balloting, and publishing a DSTU.  They include:

· A proposal to issue a DSTU must be sent to the HL7 Technical Chair, for approval.

· Once the proposal is approved, HL7 Headquarters will announce a "committee level" ballot for the DSTU.  The ballot pool will be drawn from the full membership of HL7.  If a document has passed a committee ballot, it cannot simply be deemed as passing for a DSTU.  However, if a ballot has passed membership level, it can be, with Board approval, given a DSTU status.

· The ballot responses will be dealt with as they would for any normative committee level ballot.  Thus, the rules for quorum, for dealing with negatives, and for final approval will be drawn from Section 14 of the HL7 Bylaws, which governs committee level ballots.

· Once the document has completed balloting, and been approved at the committee level, the ballot results will be forwarded to the HL7 Board of Directors for final approval.

· The decision of the Board is not bound by the results of the ballot

· Upon approval by the Board, Headquarters will announce and publish the DSTU

Thus, any specification that is approved as a DSTU must be a document that could, alternatively, have been advanced to full membership normative ballot, with no outstanding negatives or exceptions.

Once the DSTU period for a particular document has expired, the expectation is that the document will go back through the HL7 ballot process, how ever long that may take.  The changes proposed during the DSTU period are likely substantive in nature and thus these changes would be added to the document, and the document would go through committee and membership ballots as any other normative standard.

Trial Use period and Early Adopters Program

Once a DSTU has been approved and published, it enters the "trial use" phase.  The length of this phase can be determined by the host Technical Committee, but must be no longer than two years.  The more common expectation is that these documents will begin to advance to normative status after 12-15 months of trial use.  If any substantive changes have been made as a result of the trial use experience, the document will go to a committee level normative ballot when balloting is re-opened and progress through the membership ballot process as well.

A Technical Committee sponsoring a DSTU incurs the responsibility to provide meaningful support to developers of prototype or trial use applications.  Specifically, committee members must be available to provide guidance and detailed understanding of the intent of the specification, when and as early adopters to have questions they cannot resolve.  

To facilitate the needed interactions and communications between HL7 and the developers, the HL7 board has established the Early Adopters Program.  The Early Adopters Program recognizes the critical role these developers play in the refinement of HL7 standards and will provide technical support to assure effective communication between the Early Adopters and HL7 Technical Committees.  Early Adopters need not be HL7 members, although membership within HL7 is encouraged.  

This support includes an Early Adopters section of the web-site, providing list-server or "forum" support for each Technical Committees hosting a DSTU.  Thus, communications relative to the DSTU's will be managed in a targeted forum, rather than being submitted (and perhaps lost) as part of the ongoing committee list server traffic.  HL7 currently provides an Early Adopters signup at http://www.hl7.org/library/committees/impl/Early%20Adoptersv1.xls
And an Early Adopters list server at http://www.hl7.org/special/committees/list_sub.cfm?list=adopters
It is the responsibility of the host committee to periodically categorize the issues that arise, if any, and propose strategies to address these issues.  Through this mechanism, the committee may issue "technical corrections" to the specification, and will begin to document the changes likely to occur when a final specification is developed.  The feedback process from the Early Adopters is not intended to replace the ballot process, nor will negative comments from the early adopters necessarily require formal response by the committee.  However, the early adopters will very likely be particularly active in balloting the final specification. Thus, meeting their expectations may be prudent.
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