Defining Substantive Change in HL7 Version 2.x
Guidelines for the Ballot Process

1 Introduction

What is a substantive change?  In a general sense, it is a change that materially affects the contents of exchanged messages.  For example, addition of a new segment is substantive, adding fields to an existing segment is substantive.  On the other hand, correction of a typographical error, or addition of an example message is not substantive.  A very broad statement would go as follows: “If someone has to alter their parser to comply, it is a substantive change.”  This document provides specifics on what is and what is not a substantive change.  It also provides some reference on the role this concept plays within the HL7 balloting process.

2 Role of Sustantiveness in balloting

As a general matter, the balloting requirements for substantive changes are stricter than those for non-substantive ones.  There is a feeling that a substantive change needs to be subject to full consideration in the ballot process, while non-substantive ones require less scrutiny, and fewer procedures to ensure consensus.  At the same time, this goal is often counterbalanced by HL7’s desire to both improve the quality of its standard, and to produce new versions in a timely manner.

2.1 HL7 Bylaws

The rules relating to substantive change are based on applicable passages within the HL7 bylaws.  In particular, Article 15

ARTICLE 15 - PROTOCOL SPECIFICATIONS BALLOTING PROCEDURES AT THE FULL HL7 VOTING MEMBERSHIP LEVEL

15.6 NEGATIVE VOTES NOT PREVIOUSLY CONSIDERED

15.6.3 SUBSTANTIVE CHANGES - If substantive changes are to be made, the revised document shall be reballoted at all levels.

It is important to note that rules related to substantive change are different for balloting at the full HL7 level, and at the technical committee level.  Note the following from Article 14.

ARTICLE 14 - PROTOCOL SPECIFICATIONS BALLOTING PROCEDURES AT THE TECHNICAL COMMITTEE LEVEL
14.7 SUBMISSION OF ITEMS FOR HL7 MEMBERSHIP BALLOT

14.7.2 BYPASSING TECHNICAL COMMITTEE LEVEL BALLOTING - A technical committee chair may, with the concurrence of the Technical Chair, submit an item to the full HL7 voting membership for balloting prior to technical committee consideration of the negative votes on that item. The submission shall include items (1), (2), and (3) of 14.7.1 and the technical committee chair's reasons for proceeding in this manner. 

The ARB has interpreted these sections as directing:

· That no substantive change can be made to an HL7 draft standard, once it has been submitted to general ballot, without triggering a re-ballot at the committee level

· That, up until the document has been submitted to general ballot, it is possible for technical committees to make changes to the proposed ballot material if proposed changes have a) been reasonable presented to the technical committee, b) are supported by a technical committee chair, and c) are approved by the Technical Chair of the HL7 Working Group.

The ARB has also noted that, for a committee to introduce a substantive change without a round of technical committee balloting following the introduction of the change, does introduce a risk into the ballot process.  However, it is the technical committee’s prerogative to take such a risk in order to improve the quality of a ballot submission.

It is important to note that there is an escape hatch which is designed to temper the rigor of these rules.  Sometimes substantive stuff can be added with the direct concurrence of the TSC.  This is done when changes are needed to fulfill regulatory requirements, or when an urgent technical correction is needed, but the TSC does not want to incur the delay of another round of committee ballots.

3 Definition of Substantive 

The ARB considers that a change to the standard is substantive if it would cause an interface sender or receiver to have its interface fail when a newly specified message was received or attempted to be sent.  This is similar to, but more expansive than, the definition of backwards compatibility.  In general, for backwards compatibility, a message receiver is expected to receive a new message and be able to ignore added material.  On the other hand, if there is new material that needs to be parsed in order to process the message given its new definition, the change is substantial.  On  the other hand, if a change would create a backwards compatibility problem (as defined in Chapter 2), it is substantive by definition.

The sub-sections below list changes that are considered to be substantive.  For reference, a list of changes that would be considered non-substantive are listed as well.

3.1 Substantive Changes

The following items constitute substantive changes:

· Addition or deletion of a trigger event.
This implies the definition of an abstract message corresponding to the trigger event.

· Addition or deletion of an abstract message or change to existing one.
This includes addition or deletion of segments or segment groups, changes in segment or segment group repetition and changes to segment or segment group optionality.

· Addition of a segment.
This implies the use of the segment in an abstract message.

· Addition of a data element within a segment

· Changes to an existing data element
This includes changes to element repetition or optionality.  It also includes changing the code table assigned to a coded value.

· Addition of a datatype
This implies its assignment to a data element

· Change to an existing datatype 
This includes addition or deletion of components, and changes to component order, optionality, or repetition.  It includes changes to the datatype assigned to a component, and/or changes in the maximum length of a component.  

However, when an element is used differently in different segments, e.g. , different lengths, this can be addressed as a non-substantive technical correction if the segments are newly conceived.  However, if this is a situation of long standing, fixing it should be considered as substantive.  In this case, the proper tack is to choose a standard length, deprecate the element uses that do not fit, and add the needed elements to the end of affected segments.

· Changes to an HL7 defined table.
This implies that the code table is assigned to at least one data element.  Substantive changes include the addition or subtraction of code values.  

· Change to a definition that change how a receiving system has to manage the received message.

· Changes to chapter text that changes the rules for when a trigger event is used.

3.2 Non- Substantive Changes

The following items constitute non-substantive changes:

· Changes to the codes in user defined and externally defined tables,

· Changes to definitions (segment, element, trigger event, datatype, etc.) that clarify the committee’s intent rather than changing subsequent processing.

· Technical corrections that implement the original intent of the committee.  
For example, if a committee meant to add an attribute to one segment, and it was mistakenly added to another; this can be fixed.

· Changes to the HL7 assigned ID for an element when it is realized that what appears to be a new element is an already existing one.

ARB Role

The ARB will play the following role in the management of substantial changes.

· Definition of the criteria for substantive changes.

· Review of proposed changes to verify whether they are are substantive.

As a general matter, the ARB acts in the role of an auditor.  It is important to recognize that the  

ARB needs to discuss needed changes with committee, because the application of the rules needs to consider the context.

