The Basics of Health Level Seven Balloting

Who is Health Level Seven

Established in 1987, Health Level Seven is an ANSI accredited, not-for-profit standards developing organization, whose mission is:


To provide a comprehensive framework and related standards for the exchange, integration, sharing, and retrieval of electronic health information that supports clinical practice and the management, delivery and evaluation of health services. Specifically, to create flexible, cost effective standards, guidelines, and methodologies to enable healthcare information system interoperability and sharing of electronic health records.

These efforts enable effective, efficient communication between the constituents of the healthcare community as represented by our membership, which consists of an international community of healthcare organizations, vendors, healthcare information systems developers, consultants, systems integrators, and related public and private health services agencies.

The mission of HL7 encompasses the complete 'life cycle' of a standards specification - development, adoption, market recognition, utilization and adherence. The HL7 specifications are unified by shared reference models of the healthcare and technical domains.

For additional information about how HL7 is governed and organized, please refer to: 

http://www.hl7.org/about/hl7about.htm#WhatisHL7
Why Does HL7 Ballot its Standards and Documents

Health Level Seven is accredited by the American National Standards Institute (ANSI).  Such accreditation, coupled with HL7’s own procedures, dictates that any standard that is published by HL7 and submitted to ANSI for approval be developed and ratified by a process that adheres to ANSI’s procedures for open consensus (www.ANSI.org).  Two of the most important components of these procedures are openness and balance of interest.  Openness means that anyone who is materially affected by the proposed standard must be allowed to participate in its development and/or the process by which it is ratified (voting).  Membership within HL7 cannot be a criterion for this participation, although ANSI allows standards developing organizations to charge an administrative/participation fee to non-members who wish to participate.  Individuals who are not members of HL7 but wish to be involved in the balloting process can register at: http://www.hl7.org/ehr

Balance of interest is a requirement that HL7 strive for near equal participation in the voting process by the various constituencies that are materially affected by the standard (e.g., vendors, providers, government agencies, consultants, non-profit organizations, etc.).  This ensures that a particular constituency is neither banned from participating nor allowed to dominate the development and ratification of a proposed standard.  I use the term “near equal” as it is impossible to ensure that the same number of vendors, providers, consultants, non-profit organizations, etc. will be interested in balloting any particular draft standard.  The ANSI requirement is that no particular constituency account for more than 50% of the total number of voters who ratified a standard.  HL7 is audited at least once every 5 year to ensure adherence to the ANSI procedures and its own established processes.

The HL7 Balloting Process

HL7’s balloting process is detailed in sections 14 and 15 of the HL7 bylaws and in the HL7 Policy and Procedures manual (both are available on the HL7 web site at www.hl7.org).  Any document that will be published by HL7 and submitted to ANSI for approval is required, by the HL7 bylaws, to be successfully balloted at both the committee and membership levels.  While any one can register for a committee ballot, the original intent was that the domain experts (who are typically organized within HL7 by committees) vote on the document initially in a committee ballot.  In other words, the domain experts were expected to do the major “clean up” before advancing the document to the larger audience (the entire HL7 membership) for vote and comment. Once the document is successfully balloted at the committee level, it advances to a membership ballot. 

It is likely that the EHR document will be balloted as a Draft Standard for Trial Use (DSTU).  A document is typically balloted as a DSTU when the standards developer anticipates contention or enormous interest in the proposed standard, which is the case with the EHR ballot.  Both ANSI and HL7 will widely announce the availability of the DSTU, encourage the affected community to download and review/use it and then comment on it.  A DSTU will be labeled such for a given number of months.  During that time, HL7 will collect any comments that the affected community wishes to submit on the DSTU.  The EHR co-chairs and special interest group members will consider the comments and incorporate those that are appropriate.  The intention is that all the contention and suggestions can be worked out during the DSTU period and incorporated into another ballot draft, which can then advance quickly through the remaining processes required to become an approved standard.  

A summary of the balloting process is outlined below.  Text in red denotes the timeline, if known, for the upcoming EHR ballot.

Committee Ballots

1) The ballot is announced - The intent to ballot a draft standard is announced at least 30-days prior to the ballot open date.  This gives interested parties advance notification of a ballot.  Anyone interested in voting on the proposed standard is required to sign up for the ballot pool.  HL7 provides online ballot pool registration and provides for paper registration for individuals who do not have access to the technology required for online registration.  Ballot registration is free to HL7 members.  Non-members are charged an administrative/participation fee of $100 to cover the costs associated with standards development/balloting (e.g., staff time and resources such as conference calls and/or other meetings that may be necessary to deal with the additional demands presented by non-member participants). Individuals can register for the ballot pool from the time the ballot is announced until the moment the ballot is closed.  The 30-day advance notice for the EHR ballot was announced on June 26. 


2) The ballot opens – HL7 announces to its membership, to all individuals who have signed up for the ballot pool, and to other appropriate individuals/ communities that the ballot is open.  The ballot open announcement includes the ballot open and close dates and the online location at which the ballot document can be downloaded.  HL7 headquarters will send a paper copy of the ballot document to any individual who does not have access to the technology to download the documents from our web site.  The EHR ballot is currently scheduled to open no earlier than July 25 and no later than August 5.


3) Ballot pool registrants submit their votes – HL7 provides an online interface that allows voters to submit their vote and related comments.  The online interface automatically sends the votes, as they are submitted, to the co-chairs of the HL7 EHR special interest group and to the appropriate HL7 staff members.  The votes and related comments are stored in an online database and the tally of votes can be viewed online at any time.  The online ballot facility requires individuals to be registered in the ballot pool prior to submitting a vote.    The 30 days during which votes can be submitted can be calculated suing the earliest/latest ballot open dates noted above.

4) The ballot closes – The ballot will close at midnight on the specified close date.  The online ballot system will not accept votes after that time and any paper votes received in the office by any means (i.e., mail, fax) after the ballot close date will not be counted.  Late votes will, however, be forwarded to the EHR co-chairs to provide them an opportunity to review the comments. The EHR ballot will close no sooner than August 24 and no later than September 4.


5)  The ballot votes/comments are reconciled - The co-chairs or other designated individuals (the reconciliation team) review the votes and comments and organize the comments so that those who are interested in determining the disposition of the ballot comments can do so in an organized fashion.  Dispositions take one of three forms:  

a) not related (out of scope), 
b) not persuasive (the reviewers do not agree with the suggestion/comment) or 
c) persuasive (the reviewers agree with the suggestion/comment and suggest that it be incorporated into the ballot document).  

The reconciliation team will notify the members of ballot pool of the time and place where the ballot comments will be discussed and will distribute the ballot comments to the group in advance of this meeting.  The ballot group meets, assigns dispositions to the ballot comments and captures the outcome of those votes as evidence of the process and for further distribution (typically posted to our website).  Reconciliation of the initial EHR ballot will begin at the upcoming HL7 meeting, which convenes the week of September 7-12 in Memphis.  Should the committee not complete reconciliation during that week, the reconciliation will continue by conference call and/or special meetings(s), which will be announced in advance.


6) Negative voters are advised of the disposition of their negative votes/comments - Once the ballot comments have been assigned a disposition, the negative voters are notified, in writing (typically e-mail) of the disposition of their negative votes.  The negative voter may then take one of three actions: 

 a) withdraw their negative vote (they agree that their ballot comments are incorrect and agree to withdraw their negative vote.  Withdrawn negative votes are then considered affirmative votes); 

b) retract their negative vote (while I don’t think there will many, of any retracted votes for the EHR ballot, a retraction typically occurs when a ballot was submitted in error and the voter does not want the vote to be included in the final ballot tally); or 

c) maintain a negative vote (these votes are considered outstanding negatives).  

The date that negative voters will be informed of the disposition of their vote/comment is dependent upon completion of the reconciliation process.  All subsequent dates in the balloting process are unknown at this point.

7) A final ballot tally is performed - Once the negative voters have been given an opportunity to withdraw, retract or maintain their negative votes, the finally ballot vote is tallied.  A document passes committee ballot when at least 60% of the ballot pool members return a vote and when 2/3 of the combined affirmative and negative votes are affirmative.


8) The draft standard is either re-balloted at the committee level or submitted to ANSI as a DSTU – If the document does not pass the committee ballot criteria noted above or if there is significant new or substantive material added, the document is re-balloted at the committee level.  If the document passed at the committee level and there are no or relatively few/minor substantive changes, the document will be submitted to ANSI as a DSTU.

Draft Standard for Trial Use Period

1) ANSI and HL7 encourage review/use of the DSTU for the designated number of months – Once the DSTU is registered with ANSI, HL7 and ANSI will announce its availability and  provide an online mechanism for collecting comments about the DSTU.  Anyone wishing to submit comments will need to register with HL7 (free of charge) so that we have the appropriate contact information (i.e., e-mail and phone number) should we need clarification on the comments.


2) The comments are reviewed and incorporated as appropriate – The EHR co-chairs and special interest group will review the comments, incorporating those that are appropriate.  If there are significant changes to the published DSTU and/or if substantive changes are introduced at this point, the document will be re-balloted at the committee level and, once ratified by 2/3 affirmative vote, advance to membership ballot.

Membership Level Ballots

1) Follow the procedures for committee ballots as noted above - Membership level ballots follow the same basic procedures noted above with the following exceptions:  a) negative votes submitted in a membership ballot that were already considered in a committee ballot do not, with concurrence of the co-chairs and the HL7 Technical Chair, have to be re-considered; b) the criteria for successful balloting at the membership level is a 60% ballot return rate, with 90% of the combined affirmative and negative votes being affirmative; c) there is an appeals mechanism for any outstanding negative votes.


2) Submit the document to ANSI for approval – ANSI requires HL7 to submit evidence of the consensus process, including a roster of the ballot pool, follow-up to negative voters, and evidence of any votes that have been withdrawn or retracted.

