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1.0 INTRODUCTION 

1.1 Overview of the Manual
The Healthcare Information Technology Standards Panel (HITSP) Policies and Procedures Manual serves as a supplement to the HITSP Charter, presenting those policies and procedures adopted by the HITSP Panel and Board of Directors to clarify, support, and/or implement the tenets of HITSP governance. Policies and procedures are adopted to assure the uniformity, equity, quality, efficiency, and compliance of administrative and organizational activities through standard methods and guidelines. 
As the Panel and Board adopt policies and procedures or revisions to HITSP operations, the HITSP Process Review Committee will update as necessary. Additions and revisions to the Policies and Procedures Manual will be posted in advance of HITSP Panel and Board meetings at which they were adopted. The manual will be maintained and distributed electronically via the HITSP Web site. A hard copy of the manual is available to those without electronic access upon request. 
1.2 Purpose

The HITSP Process Review Committee developed this comprehensive policies and procedures framework to define, clarify, and delineate the processes employed by HITSP. The framework addresses common processes, standards specific processes, and support and governance processes in sufficient detail to act as a guide to those new to the HITSP process and provide checkpoints to those involved in the process. The comprehensive framework may be promulgated as a standard in order to promote the good practices inherent in the HITSP process. 

1.3 Scope

This document represents a combination of documents, which are listed in the references section of the overall document. These documents include, but are not limited to, the following:

· HITSP Charter

· HITSP Technical Committee Operating Guidelines 
1.4 Updates to Document
This document will be updated whenever a charter/governance change occurs. The policies and procedures inherent in this document will also be reviewed and updated on a yearly basis.
1.5 Document Approval

This document is not subject to approval by the HITSP Panel but it will be reviewed with the HITSP Panel, the HITSP Board of Directors, and HITSP Program Management to ensure that it meets currently existing process and procedure. 
1.6 Copyright Permissions

COPYRIGHT NOTICE

©2008 ANSI - This material may be copied without permission from ANSI only if and to the extent that the text is not altered in any fashion and ANSI’s copyright is clearly noted.
2.0 HITSP Overview

2.1 Charter

The HITSP is a volunteer, consensus-driven organization.  The HITSP Charter, Document Number: HITSP 06 N 48, herein referred to as “the Charter”, is the governing reference to the stakeholders, membership, operations and management of the HITSP organization.

2.2 HITSP Chair
The activities of the Panel and Panel meetings shall be presided over by the HITSP Chair. The Chair shall facilitate Panel meetings and shall represent the Panel to the external community, including the American Health Information Community (AHIC), as well as convene and preside over all Board meetings. 
2.3 HITSP Vice Chair
The Vice Chair shall assume the role of Chair in the Chair’s absence; however the Vice Chair will not automatically become Chair, should the Chair be unable to serve. 

2.4 HITSP Secretariat

ANSI serves as Secretariat to manage the business affairs of the Panel and conducts the following major activities: 
1. Provides all administrative support services to the Panel, Board, membership and other such groups as created by the Board including but not limited to: scheduling meetings, notifying Members of Panel meetings, preparing agendas, issuing minutes, staffing committees (except as agreed to with HIMSS for the Use Case Committees); and 
2. Provides accounting, billing and such other services not elsewhere handled by contract
2.5 HITSP Board of Directors

The Board has formal responsibility for governing the process of the Panel’s activities. These activities include, but are not necessarily limited to: 

1. Development of operating guidelines and such other operating procedures necessary to perform its work, consistent with the principles of the HITSP;
2. Recommend governance changes to the Panel for ratification; 

3. Ensure that the principles of the HITSP Charter and governance documents (such as this document) are upheld and maintained; 

4. Provide direction and guidance for the development of use case recommendations; 

5. Formation of Panel committees of sufficient number to accomplish the work of the Panel, and provide direction and guidance for their work; 

6. Approve the dissolution of Panel committees at the conclusion of their tasks; 

7. Ensure the coordination of Panel committee activities; 

8. In the event that the Panel or a committee is unsuccessful in minimizing duplication or mediating conflict, the Board will make a concerted documented effort to achieve a harmonized outcome, consistent with the HITSP Consensus process set out in §4.5; 

9. Within one year of the contract awarded by the Department of Health and Human Services, the Board shall recommend a self-sustaining business model and may preside over creation of a legal entity to ensure the ongoing viability and financial sustainability of the Panel beyond the term of the contract; 

10. Upon enactment of the self-sustaining business model, ensure the fulfillment of fiduciary responsibilities of the Panel; and monitor the Panel budget within the limitations of and in coordination with outside funding (e.g. federal contracts); and 

11. Do and perform all other acts as may be necessary or appropriate to the governance of the Panel’s activities. 

The Board shall be solely responsible for recommending any changes in its operations as set out in these rules and may recommend modifications based on its experience as long as the principles of the Panel are not violated or compromised. 
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Figure 1 Board of Directors Composition
2.6 HITSP Panel

The Panel is a multi-stakeholder coordinating body designed to provide the process within which stakeholders identify, select, and harmonize standards for communicating and encouraging broad deployment and exchange of healthcare information throughout the healthcare spectrum. The Panel’s processes are business process and use-case driven, with decision making based on the needs of all HITSP stakeholders. Utilizing information from stakeholders, the Panel will facilitate the development of harmonized implementation guides and information policies, including SDO work products (e.g. standards, deployment guidance, and technical reports). These policies, guides and work products are essential for establishing privacy, security, functional and semantic interoperability among healthcare community organizations and the software applications they utilize. 
As set forth in section 4.4 of the Charter, the responsibilities of the Panel include the following: 

· Facilitate the timely development and harmonization of standards responsive to identified use cases; 

· Elect HITSP Board members; 

· Ratify Panel Chairperson; 

· Recommend creation or dissolution of committees; 

· Approve and ratify all Panel governance documents and operating procedures; 

· Ratify and adopt all final HITSP work products, such as, but not limited to: use-case recommendations, gap and duplication analyses, evaluation of relevant standards to meet use-case requirements, a standards change management process, use-case related implementation guides, and use-case testing; 

· Employ existing harmonization processes as appropriate. 

· Activate a conflict resolution mechanism as needed. 

· Recommend priorities to AHIC among proposed use-cases to solve health information exchange issues and implement AHIC decisions in these matters; 

· Ratify a self-sustaining business model presented by the Board that ensures the ongoing viability and financial sustainability of the Panel; 

· Perform all other acts necessary or appropriate to the conduct of the Panel’s activities and achievement of the Panel’s Mission. 

The Panel brings together experts from across the healthcare community – from consumers to doctors, nurses, and hospitals; from those who develop healthcare IT products to those who use them; and from the government agencies who monitor the U.S. healthcare system to those organizations who are actually writing the standards.

In conducting its work, the Panel, as appropriate, will coordinate with other national, regional and international groups with due regard to existing policy and regulatory frameworks addressing healthcare informatics with the goal of implementing globally relevant standards. 

Organizations participating in the HITSP agree to serve as a cooperative partnership between the public and private sectors for the purpose of achieving a widely accepted and useful set of standards specifically to enable and support widespread interoperability among healthcare software applications, as they will interact in a local, regional and Nationwide Health Information Network (NHIN) for the United States.

2.7 HITSP Program Management

HITSP Program Management is charged with developing, prototyping, managing and evaluating a harmonization process for achieving a widely accepted and useful set of standards targeted specifically to enable and support widespread interoperability among healthcare software applications, particularly EHRs. The Program Management group is defined as any and all participants who provide leadership or program management functions as per the current HITSP contract with the Office of the National Coordinator (ONC). For example, this would include all contracting staff that may perform work for HITSP in the capacity of providing overall program management function. This definition of HITSP Program Management may change as the HITSP organization changes.
The HITSP Program Management Team is also responsible for ensuring that the overall harmonization process that is developed aligns to the following parameters:

· The process must engage stakeholders who are represented through an inclusive governance process to ensure an objective, open and consensus-driven process and credible result.
· The process must be pilot tested following a use case-driven model. These use cases are not required to originate from any one source, but the process must be adaptable to harmonization needs. 

· The process must be self-sustainable over time, subject to changes to meet sustainability.
The Program management team is comprised of leading members of HITSP, who manage the technical and coordination committees, document and production activities and address issues pertaining to operations of the panel and development of HITSP publications.  Key members of the Project Management Team are included in this group.
The Project Team Functions:

· Develop and maintain preliminary and ongoing project plan in conjunction with the Technical Committee (TC) leaders and facilitators

· Provide templates

· Organize and manage the inspection testing

· Maintain the comment tracking system

· Participate in the Internal Review Team
· Act as the Editorial Review Board

· Conduct and manage document production and publication

· Coordinate communications with ONC

2.8 Internal Review Team (IRT) Terms of Reference

· Support TC Leadership and Project Team by providing:

· Review and, as needed, recommend changes to HITSP technical framework

· Rapid assessments of technical issues and TC plans 

· Small team (e.g., 8 members?) 

· Appointed by TC Leadership and Project Team Management 

· Formed of volunteers from TC Leadership and Project Team 

· Subject-matter experts as needed for special-topics

· Determine own leadership and meeting schedule 
· Meetings 

· Open, with minutes kept 

· Participation limited to active members, including subject-matter experts as needed. 

· Project team support will be provided as possible.

· IRT work products submitted to TC or, if applicable to multiple TCs, to TC Leadership and Project Team for approval and other necessary action.

· Priorities and work schedule 

· IRT will determine 

· Submit to TC Leadership and Project Management for concurrence.  

2.9 HITSP Technical Committees
The HITSP Technical Committee governance is outside the scope of this document and outside the scope of the Process Review Committee’s governance. However, as a point of reference, the HITSP Technical Committee Guidelines are included below. All efforts are made to align policies and procedures as closely as possible to existing Technical Committee governance, which takes precedence over any policies or procedures noted in this document.

The Technical Committee was restructured in February 2008 to represent 3 Perspective and 3 Domain committees as follows:

· 3 Perspective Committees, aligned with AHIC perspectives

· Provider 

· Population

· Consumer 

· 3 Domain Committees focused on healthcare domains

· Care Management and Health Records 

· Security, Privacy and Infrastructure

· Administrative and Financial
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Figure 2 Technical Committee Structure
2.10 Perspective Technical Committees Terms of Reference 
SEE HITSP TECHNICAL COMMITTEE OPERATING GUIDELINES – SECTION 1.1
2.11 Domain Technical Committees Terms of Reference

SEE HITSP TECHNICAL COMMITTEE OPERATING GUIDELINES – SECTION 1.2
2.12 HITSP Coordination Committees

2.12.1 Foundations Committee Terms of Reference

The goal of the Foundations Committee is to recommend a long-term direction for achieving standards harmonization, collaboration and coordination.  The basis for this long-term direction is the Foundation document (HITSP 06 N 77) that was approved by the HITSP Board.  The Foundations Committee develops recommendations for the harmonization of standards, as well as recommendations for implementing the standards harmonization objectives identified in the Foundations document, thereby achieving the primary goal identified in the document.  The five objectives are:

· Context/Information Model - establishing a common reference information model (and subordinate models) to support clinical, public health, financial, and administrative healthcare functions. 

· Terminology/Content Definition - establishing common reference terminology models and data content specifications that are integrated with the information model(s). 

· Privacy and Security - establishing a common security framework. 

· Methodology- establishing a common methodology/process that all standards organizations and code set maintainers will follow to achieve standards harmonization. 

· Information Interchange - establishing a common information interchange format and standards-based application roles and interactions in a comprehensive dynamic model. 

All work products of the Foundations Committee will be submitted to the HITSP Board and Panel for approval.
2.12.2 Process Review Committee Terms of Reference

The goal of the Process Review Committee is to ensure that the HITSP standards harmonization processes provide a consistent, repeatable, efficient, and open approach for identifying, selecting, and harmonizing standards.  
Its primary functions are:
· Review and disposition "process change requests".  Process change requests stem from lessons learned and comments submitted by HITSP stakeholders that may result in improvements to the HITSP processes.  
· Monitor new and existing processes to validate their effectiveness and identify further opportunities for improvement. 
· Make recommendations to the Board, Panel and Committees on these process improvements.
The Process Review Committee will review, disposition, and document all process change requests in an open forum, with the goal of ensuring an efficient and repeatable process.  The Committee will document recommendations for process changes and present them to the HITSP Panel for approval as appropriate.
2.12.3 Standards Harmonization Readiness Committee Terms of Reference

The goal of the Standards Harmonization Readiness Committee is to develop a Harmonization Readiness Tool that will apply characteristics to specific standards in a way that will allow the HITSP to select the standard most ready for use as the harmonized standard for a specific action of interoperability.  The tool will be used by the Technical Committees as they go through the refinement process.

· Provide a tool that will assist in the 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.

· Provide a tool that will establish the readiness of a specific standard to stand as the harmonized standard for a given situation.

2.12.4 Certification Commission for Healthcare Information Technology (CCHIT) Joint Working Group Terms of Reference
Memorandum of Understanding between CCHIT and HITSP regarding Interoperability Specifications

1. HITSP and CCHIT will work together to ensure that HITSP interoperability specification recognition timelines and CCHIT certification timelines remain aligned to ensure seamless coordination of the entire interoperability process from AHIC use case development to product certification. 

2. The CCHIT Interoperability Expert Panel will look first to HITSP Interoperability Specifications when developing interoperability certification criteria. 

3. If a HITSP Interoperability Specifications is not available/ready for a market need, CCHIT will request HITSP's opinion about candidate standards to serve as a "Roadmap standard" and the level of market readiness of those standards. 

4. If HITSP cannot deliver a response to such a request within 90 days, HITSP will recommend an organization for CCHIT to work with directly. 

5. If CCHIT works with an organization directly to name standards, this will be a temporary state until HITSP produces Interoperability Specifications that meet the market need. 

2.12.5 International Landscape Terms of Reference
· Catalog the healthcare information technology work done to date and lessons learned from international standards harmonization efforts.
2.12.6 Business Plan Terms of Reference
· Design and develop a self-sustaining harmonization process to ensure future viability and appropriate evolution of the standards defined by this project. 

· To be successful, the business plan must take into account the inevitable evolution of technology, healthcare provision models, and development of new or redefined government and industry models of operation and collaboration. 

· The ongoing process must include appropriate representation from stakeholder organizations, and must be based on a balanced approach that applies sufficient stewardship and leadership without creating unnecessary overhead or bureaucracy.

2.12.7 Education, Communication and Outreach Committee Terms of Reference
Overall Purpose of the Committee:  

· To develop, implement and maintain a comprehensive and well coordinated Education, Communications and Outreach Strategy and Plan for theHITSP.

Specific Goals, Objectives and Deliverables:
· The Committee will develop an Education, Communications and Outreach Strategy and Plan

· The Strategy and Plan will include a description of the following elements:

· Intended audiences for and customers of HITSP messages (Audience).
· The needs and types of messages to be delivered to these audiences (Messages).
· The modes for capturing the messages (Modes). 

· The methods for delivering such messages (Methods) in the most effective and efficient manner.
· The process for coordinating internal responsibilities within HITSP to develop the content and deliver the messages through appropriate mechanisms and vehicles.
· The support needed to achieve the Strategy and Plan (volunteer, in-kind, staffing, financial and other).
· The Strategy and Plan will address both internal and external communications, education and outreach needs.
· The Strategy and Plan will include a review of the current HITSP website (public/external) and HITSP Member Portal (internal) and identify and address current issues, as well as the administration and use of HITSP ListservsTM as a mechanism for internal and external communications.

· The Strategy and Plan will also address other issues including:

· Calendar of public relations topics and events

· Press Releases (process for preparing and issuing them)

· Newsletter (process for developing, maintaining and delivering)

· One-pagers, FAQ documents, and other ‘translated’ educational materials

· Presentations and other educational materials

· Organizing and delivering HITSP educational events (i.e., webinars, seminars)

· Participating in educational events
· The Strategy and Plan will also address communication coordination opportunities with other national initiatives, including AHIC, CCHIT, HISPC, NHIN, State Alliance for eHealth, and others

· The Committee will coordinate its work with the work being done by ANSI and HIMSS’ public relations staff on behalf of HITSP, including such activities as:

· Monthly clip report

· News releases

· Media pitching

· HITSP references in the Media

· Media interviews

Process and Timeline:
· The Committee will be formed by members of the Board of Directors, HITSP Technical Committees and HITSP Staff

· The Committee will operate through periodic teleconference and face-to-face meetings (as needed)

· To facilitate the deliberations of the Committee, two co-chairs will be appointed by the Chair of the Board

· The initial deliverable of the Committee will be a draft detailed draft outline of the HITSP Education, Communications and Outreach Strategy and Plan (, within three months)
· The Strategy and Plan will be presented to the HITSP Board of Directors in March and to the HITSP Panel in March and April, 2008 for input

· A revised, complete Strategy and Plan will be developed and delivered to the Board and the Panel by June, 2008

3.0 HITSP Leadership Processes
3.1 Board Elections

The Board Elections process is outlined below. Board election processes are not subject to change unless the full HITSP Board of Directors agrees to change this process as per an amendment of the HITSP Charter.
3.1.1 Prior to Board Meetings

Stakeholders who are interested in standing for election to the HITSP Board of Directors are requested to register as a member of HITSP. No non-member of HITSP can be considered for election to the Board of Directors. The Secretariat will announce a call for nominations for open categories with a deadline for submission.
Each member is requested to self-declare which of the four categories best describes his/her organization:

1. Standards Development Organization (SDO)
2. Non-SDO

3. Government

4. Consumer

A copy of the biography/CV for each of the nominated candidates will be circulated to HITSP members by the ANSI Secretariat within a reasonable time frame to ensure adequate time to review the credentials of candidates. A deadline for voting will accompany the notice.
3.1.2 During Board Meetings
At the time of election (if during a face-to-face meeting) paper ballots will be provided to each voting member within a given category (SDO, Non-SDO and Consumer organizations) identifying nominated candidates within that category. Electronic ballots will be done when the election is not held in a face-to-face meeting.
Each member is requested to vote for the candidate within the category they represent. Members may only vote once (?) and only in the category they have designated. The Board members are elected by the majority of those voting in each category. 

In the case of ties, iterative balloting will continue to occur until the Board membership is complete. Iterative balloting eliminates the candidate with the lowest percentage of votes, and places the top two candidates in a runoff.   
3.2 Board Composition

The Board shall consist of 23 members, 22 of whom shall be voting members, and shall be elected by the Members affiliated with the following categories of membership of the Panel:
· Eight (8) representatives elected by the standards development organizations (SDOs) from the SDO membership of the Panel (but no more than one representative from any one SDO).

· One (1) representative from each of the following nine (9) non-SDO stakeholders, elected by the non-SDOs as a group: recognized national associations; other similar types of organizations; or other organizations of:
· Clinicians and their representative organizations; providers and their representative organizations; safety net providers and their representative organizations; vendors that develop, market, install, and support health IT products and services and their representative organizations; healthcare purchasers or employers and their representative organizations; healthcare payers or health insurance companies and their representative organizations; public health professionals and their representative organizations; national organizations with a broad representation of stakeholders with an interest in healthcare information technology standards; and clinical and health-services researchers and their representative organizations; and 

· Three (3) representatives, appointed by ONCHIT, representing government agencies or coordinating bodies representing various government agencies;

· Two (2) representatives of healthcare consumer-representative organizations, in addition to any organization representing consumers that may be included among Tier (B);
· One (1) additional non-voting ex-officio member appointed by ONCHIT
3.3 Board Resignations

SEE HITSP CHARTER – Section 5.2.2

3.4 Conflicts of Interest

With reference to possible conflict of interest and in matters of ethics, Board of Directors members and employees of HITSP shall act to further the best interests of HITSP in their official affairs. They shall be alert regarding relationships with third parties which might affect their independent judgment when acting for or on behalf of HITSP, be alert in the conduct of the affairs of HITSP to avoid situations in which they might, directly or indirectly, profit personally, and at all times use their best efforts to enhance the reputation of HITSP for honesty, integrity, candor and lack of bias or discrimination. Each Board member shall represent the members and the best interests of HITSP, specifically: 

1. They must avoid situations in which they might profit or even give the appearance of profiting personally from their official HITSP activities. Members should not employ HITSP's name in accepting payment for professional service. 

2. They shall not, directly or indirectly, accept or solicit anything of value as a gift, gratuity or favor under circumstances that might affect, or reasonably lead others to believe such action would affect, impartiality on behalf of HITSP. This is not intended to prohibit acceptance of reimbursement for out-of-pocket expenses while acting as an official HITSP spokesperson or of social amenities and token gifts of purely nominal value, consistent with generally accepted business practices and good taste. If there is any doubt as to the relative value of or the propriety of accepting a gift, it may be resolved by either declining to accept the gift or amenity, or obtaining the approval of the Chair of the HITSP Board of Directors. 

3. HITSP's name and any stationery will be used only for official HITSP business and will not be used in any manner for personal business or for personal gain by any Technical Committee or other members or by employees. 

4. HITSP will not endorse any product or service provided by any HITSP member or organization. It is recognized that HITSP recommends standards as part of its standards harmonization process and these are not specifically deemed as products, regardless of whether they may come from an ANSI-accredited SDO or another organization.
3.5 Organization Limits on Board of Directors

No organization shall hold more than two voting positions on the Board of Directors. Should change of employment of any voting member of the Board during the term of office, including the result of corporate acquisition, result in a violation of this the two voting position policy, that organization’s representative whose term expires first shall not stand for reelection. 
Representatives of organizations currently holding two voting positions shall not be accepted into nomination unless such nomination (1) represents an incumbent seeking a second term not in violation of the limitation of an organization holding two voting positions, or (2) is concurrent with the incumbent from said organization stepping down.
3.6 Coordination Committee Co-Chairs
The HITSP Chair shall appoint Coordination Committee chairs subject to ratification by the HITSP Coordination Committee. Coordination committees are any committee that is not classified as a HITSP Technical Committee.
4.0 HITSP Operational Processes
4.1 Representing HITSP Positions 
There are numerous situations where members of HITSP, participating in various other initiatives and venues, may wish to represent an HITSP position rather than an individual or employer position. In general, any written or oral statement represented as an HITSP position must be reviewed by the HITSP Project Team and by ANSI prior to its release. 
Such statements shall not appear to favor one vendor, product, or standard over another. Any statement should also not denigrate any individual or organization. Guidelines relative to written and oral communications regarding HITSP are listed below:
4.1.1 Written Communications 
For those statements regarding position papers, statements of plans and future directions, or philosophy statements, if the communication represents information specific to the status, process, or products of an HITSP committee, the release of the document should be approved at the co-chair level. If an individual believes that the release of a document is inappropriately restricted, they have the right to appeal the decision to the Process Review Committee, whose decision shall be final. If the communication purports to represent the position of HITSP, the organization, approval must be obtained from the Panel.
4.1.2 Oral Communications 
In the case of oral communications, the speaker should clearly state whom they are representing when making statements regarding HITSP. Although people are free to represent individual or employer positions at will, when they are speaking on behalf of a HITSP committee, speakers should only represent positions that have been endorsed by the HITSP Technical Committee, the HITSP Panel, or the HITSP Board of Directors. If a speaker is unsure, they should refrain from responding, but commit to follow up with an answer or direct the question to the appropriate HITSP Technical Committee co-chair, a member of HITSP Project Management, or the ANSI Secretariat.

4.2 Revision of HITSP Governance
Periodically the Process Review Committee may consider revisions to HITSP governance. The committee shall focus on those issues deemed of the highest priority at the time of the review, be they member change requests or outside comments by a non-HITSP member. Only under extraordinary circumstances, as defined by the HITSP Board of Directors, shall the committee undertake a complete rewriting of HITSP governance. The revisions will be presented to the Panel for approval.

4.2.1 Charter Amendments
Amendment of the Charter may be done only by a vote of the Panel, and may be accomplished by:
1. Publication of a proposed amendment to the Panel by email and posting to the Panel Web site at least 30 days prior to the date of a Panel meeting;

2. Review by the Board with a recommendation to the Panel endorsing or opposing the Charter amendment; and

3. A vote by the Panel at a Panel meeting at which personal attendance from a majority of Members are recognized by the Panel Chair 
Approval of an amendment requires an affirmative vote of 66% of ELIGIBLE Members.

4.2.1.1 Amendment requests
To request an amendment to the HITSP charter, a HITSP member needs to submit a formal request form to the HITSP Process Review Committee, requesting the proposed change to the charter.
4.3 HITSP Copyright Protection

The HITSP Interoperability Specifications are an evolving and expanding body of work prepared by the members of HITSP. They are protected as works of copyrightable authorship under applicable US and international copyright principles. Consistent with these principles, HITSP asserts and holds domestic and international copyrights to its Interoperability Specifications. Recognizing that the Standards are the work product of the membership of HITSP, and that HITSP is the collective representative of all of the member’s interests, these copyrights are asserted and held by ANSI in its capacity as the representative of its total membership. 
As an ANSI-accredited organization, HITSP is responsible for assuring that the Interoperability Specifications remain accurate and their integrity is maintained. Copyright secures to its owner the exclusive right to authorize certain uses of the copyrighted material. HITSP's objective in asserting and enforcing copyrights in the Interoperability Specifications is to assure that the public and end-users of the Standards may rely upon HITSP to be an official source of the most current and accurate versions of the Standards. To achieve the twin objectives of 1) assuring the integrity of the Standards, and 2) guaranteeing that users may secure from a reliable source a verified version of a particular standard, HITSP has and will continue to enforce the copyrights it holds in the Standards. As dissemination and implementation of the Standards continues, it is imperative that HITSP have a method to assert and enforce its role to maintain the official editions of the Standards. Copyright provides this enforcement and protection mechanism. 

4.4 Interoperability Specification Copyright
Interoperability specifications are subject to dissemination and public review once they have been opened to public comment, as per HITSP designated periods. The information content of HITSP specifications shall be in the public domain and be actively promoted for use by any interested party.  The specification documents and other productions thereof shall be the intellectual property of HITSP. HITSP expressly reserves sole right to publish and sell the documentation of its protocol specifications, and shall exercise all applicable copyrights to said materials. 
Interoperability specifications are also subject to copyright rules enforced by owners of the standards and/or related content contained therein. 
4.5 Terms of Use for HITSP Work Products

HITSP is willing to negotiate with any organization wishing to reproduce, embed and/or distribute HITSP copyrighted materials within their proprietary documentation (hardcopy and online) and within their commercial applications. The HITSP copyrighted materials that may be used in this manner include, but are not limited to, the following: 

1. MS Word versions of all HITSP Interoperability Specifications 

2. MS Excel versions of HITSP Standards Selection criteria 

3. UML representations of HITSP models 

4. MS PowerPoint presentations from selected HITSP tutorials and workshops 

In all cases, such use requires a written contract to be provided if and only if: (a) HITSP is clearly identified as publisher of the specifications and holder of the copyright. If the content is reproduced without specific acknowledgement of HITSP as the publisher and holder of the copyright material, HITSP will take any legal action necessary to enforce unauthorized reuse of the copyright.
It is also important to note that the HITSP Interoperability Specification, as part of editorial policy, requires a thorough review to ensure that all copyrights are attributed and enforced for content reused from those standards selected and constrained within the Specification. Violation of those copyrights (through reuse of the content of the Interoperability Specification in a manner outside the outlined scope of the Specification content) is subject to copyright penalties in that regard as well.
Please note that reuse is still being discussed as an issue within the HITSP Program Management stakeholder group, and this policy of reuse is subject to change and revision.
4.6 Academic Use of HITSP Work Products

HITSP copyrighted materials shall be made available on a by-request basis to faculty of accredited educational institutions that are members of HITSP for the purpose of teaching for-credit courses in healthcare informatics or related subjects. Non-member faculty making such requests will be advised of the benefits of membership and encouraged to join HITSP. If the faculty member declines membership, limited access to only those materials appropriate to the course in question will be granted for a period not to exceed the duration of such course in the approved curriculum. In all cases faculty will attribute such material to HITSP and notify students that reproduction of HITSP material is expressly prohibited. 

4.7 Public Access to Standards Selection Criteria

The content of HITSP Standards Selection Criteria Tables will be made available free for use electronically subject to a specific request by an organization to HITSP Program Management asking to review the selections. HITSP reserves the copyright on all content, but allows its use and distribution. The ratings may be used without further license in all applications, databases, and derivative works except those that seek to circumvent, compete with or replace the HITSP Standards Selection criteria values.
The purpose of this reuse of criteria is to allow standards development organizations and other organizations that may have had work products considered within the overall standards harmonization process the opportunity to review selected criteria, for the purpose of improving the standards not chosen in a manner that may prove beneficial to the purpose of standards harmonization.
4.8 Filing Appeals

Information on the appeal process is found in the HITSP Appeals Process document.
5.0 HITSP Membership Processes
5.1 Membership Year

The Membership Year shall commence on January 1 and end on December 31

5.2 Membership Eligibility

Membership shall be available on an ongoing basis to individuals, corporations and other entities active, interested, and/or materially affected by interoperability specifications in the field of health data acquisition, handling (which includes data interchange), and processing. HITSP does not discriminate in membership based on sex, race, creed, or country of national origin.  Membership in HITSP shall not be conditional on membership in any organization or unreasonably restricted on the basis of technical qualifications or other such requirements.

5.3 Individual Members
An "Individual Member" is any person, not a member of a corporation, with an expressed interest in health data interoperability and management, who submits a request to join HITSP without falsification. Individual members will be provided access to the HITSP Interoperability Specifications for their personal review. Any request for duplication or expanded usage rights will be directed to ANSI and the HITSP Project Management team. Unless written authorization is provided, HITSP’s individual members are not authorized to reproduce or distribute any HITSP copyrighted material without express written permission.
5.4 Corporate Members
A "Corporate Member" is any corporate or organizational entity with an expressed interest in health data interoperability or management, which submits a completed HITSP membership request without falsification. Organizational members may designate (in writing or by e-mail) the specified number of individuals who, as representatives of that member Organization, will be entitled to all regular membership benefits including attendance at all HITSP meetings, both of the Panel and of the Board. HITSP must be notified of any changes to the designated representatives in writing or by e-mail. 

Corporate Membership comprises membership of the specific Subsidiary, Affiliate, Division, or Operating Company, within an encompassing corporate entity, designating the one or more individuals or alternates as members and does not confer or imply any rights, obligations or any other relationship on behalf of or with the encompassing corporate entity or its other Subsidiaries, Affiliates, Divisions or Operating Companies. 
The encompassing corporate entity and its other Subsidiaries, Affiliates, Divisions or Operating Companies may apply separately for corporate membership in HITSP. Until such action is undertaken members of said encompassing corporate entity or its other Subsidiaries, Affiliates, Divisions or Operating Companies shall not be granted HITSP member privileges under the aegis of the Subsidiary, Affiliate, Division, or Operating Company holding HITSP membership. 

Corporate Members are authorized to: (a) reproduce and distribute all HITSP copyrighted materials on an internal basis solely for use within their organization, and (b) reproduce and distribute excerpts of the Standards (e.g., a limited number of tables, message, and segment definitions, but not whole chapters) to any customers. This authorization is provided if and only if: (a) HITSP is clearly identified as publisher and holder of the copyright; and (b) any modifications of the excerpted Standards are clearly identified to end-users. This authorization does not include direct commercial resale of the Standards or excerpts. 

5.5 Resignation of Members

A membership may be terminated at any time by submitting a letter of resignation to HITSP Secretariat.
5.6 Suspension or Expulsion of Members
Any organizational Panel Member who is absent from two successive Panel meetings at which votes are taken shall be notified by the ANSI Secretariat of the fact, by electronic and

U.S. Postal Service mail sent to both the principal and alternate representative of the organization. Upon a third successive absence from a Panel meeting at which a vote is taken, the Member is subject to immediate expulsion from membership in the Panel, upon motion to that effect made by the Chair and voted on by the Panel.

The Board of Directors also may, by a simple majority vote of the Board members present and voting and following a hearing on such allegations, suspend or expel any member for actions which, in the Board's considered opinion, are contrary to the practices and policies of HITSP. 
5.6.1 Reinstatement of Expelled Members

Any Member expelled from Panel membership may petition for reinstatement, by addressing a letter to the HITSP Chair within 30 days of the Panel vote of expulsion, requesting a hearing before a meeting of the HITSP Board. Upon completion of the hearing, at which the expelled Member shall be heard, the Board shall make a recommendation on reinstatement to the Panel. A vote of the Panel on the recommendation shall be taken at the next subsequent Panel meeting, or by electronic mail ballot of all eligible Panel members, at the discretion of the Chair.

6.0 HITSP Meeting Processes

6.1 Meeting Notice Requirements
Members shall be notified of all meetings and valid assemblies a minimum of 30 days prior to the scheduled date by postings to the general membership list server and via the HITSP Web site. 

Notification of meetings and the intended agenda is provided prior to the meeting.

Binding decisions can be made only at meetings with the required advance notification; only recommendations and non-binding decisions can be made at special purpose meetings.

The chairs of the committee shall make every attempt to ensure that all parties with an interest in agenda topics are made aware of the meeting time and location subject to the documented notification requirements.  As appropriate, committee activities will be cross-posted to other HITSP Committee lists, depending upon the topic and type of meeting as indicated in the following list.  

6.2 Conference Call Notification

Scheduled, periodic telephone conference call agendas are to be posted by close-of-business 1 business day prior to a call.  Preliminary agendas are to be determined at the close of each committee teleconference.

6.3 Meeting Minutes

Decisions made at committee meetings are recorded in meeting minutes and posted. Minutes are recorded and posted for all committee meetings including the date, time, and location of the meeting, a list of attendees, the intended agenda, a brief summary of discussion topics, and the outcome of proposals made (including vote tallies if votes were taken). 

Minutes from any HITSP meeting will be posted no later than 2 weeks after the last day of the conference and in compliance with HITSP deadlines; minutes from a conference call will be posted within one week of the call. 

6.4 Preponderance of Influence Clause

To ensure balanced committee decision-making, no single organizational interest may wield a “Preponderance of Influence” upon a committee.  This is defined as having one organization with more than 50 percent of the voting technical committee members in a meeting.  This rule may be either stringently or loosely enforced, at the discretion of the presiding chair of the technical committee.  However, if a technical committee member believes that technical committee decisions are being negatively impacted, he may invoke the “Preponderance of Influence Clause” requiring the chair to bring the voting membership into compliance with this 50% rule.

6.5 Special Meeting Requirements

Any Technical Committee or other duly recognized body of HITSP may propose to the Secretariat e.g., a meeting occurring interim to the regularly scheduled Technical Committee Meetings. The purpose of such special meetings may be educational or promotional, to permit extended work on issues to be returned to the larger group for action, to develop a course of action to be presented to the larger group, or to take advantage of circumstances to promote interest in and work on material for HITSP. 
Proposals will include:
· The purpose of the meeting 
· Expenses to be borne by HITSP, if any 
· The name of the individual(s) in charge of the meeting 
· The meeting location, date and time or frequency if the requested meeting is recurring


The ANSI Secretariat will approve or disapprove the special meeting proposal. If the special meeting is approved and HITSP funding has been requested, the ANSI Secretariat shall stipulate the amount of funding to be provided. No special meeting shall represent itself as an official HITSP meeting without the explicit written approval of the ANSI Secretariat. 
Approved special meetings must be generally announced to the membership, via list server and/or other means, at least 30 days prior to the meeting. Special meetings being held in conjunction with meetings of another organization may publish the meeting notice as part of the other group’s program announcement. A co-chair of the group or their duly appointed representative must attend any special meeting. A recording secretary shall be appointed for the meeting and minutes returned to the ANSI Secretariat and distributed to the membership of the broader group no later than 30 days following the special meeting.
Approval for recurring special meetings shall be in effect:
· The requesting group submits a statement to the ANSI Secretariat indicating that such special meetings are no longer necessary, or

· The group fails to have two consecutive special meetings according to its schedule. 
Any deviations from the original request shall require a separate approval from the ANSI Secretariat. The requesting group shall supply an agenda, meeting dates, times and locations for all such regularly-scheduled special meetings to HITSP at least 30 days in advance of the meeting for posting on the HITSP website and via HITSP list servers. Groups should attempt to schedule special meetings more than 90 days in advance to facilitate member planning. 
6.6 Standing Conference Calls

The purpose of conference calls is to provide an opportunity to address issues and activities and to review and implement current and future project activities. The purpose of conference calls is to provide an opportunity to address issues and activities and to review and implement current and future project activities. Coordination and Technical Committees should strive to have at least one committee co-chair, the facilitator (or support staff), and members participating for effective discussion.
7.0 HITSP Voting Processes
7.1 Participants

Participants refers to the individual members, designated representatives and alternates of corporate members, other individuals attending under the sponsorship of a corporate or member, and non-members participating in technical committee meetings, special meetings, teleconferences, ballots, or other forums specific to the development and maintenance of the HITSP Interoperability Specification. 

7.2 Majority Rule
Decisions made within HITSP technical committees shall be made by simple majority unless otherwise specified in documented committee decision-making practices. Committees may, at their discretion, adopt practices requiring thresholds higher than simple majority as along as those practices are documented and adopted. All formal actions of a committee require a minimum of a simple majority vote of the quorum of that committee.
7.3 Technical Committee Voting Process
SEE HITSP TECHNICAL COMMITTEE OPERATING GUIDELINES – SECTION 1.4
7.4 Board Voting

Board voting occurs as per normally defined voting procedures of the Board, which, as embodied in the Charter, call for a consensus vote on all decisions. Should consensus not be reached, then the voting is subject to the 66% rule.
7.4.1 Board Quorum

In person meetings and electronic votes shall require a quorum of 50% of the voting Board members. 
7.5 Panel Voting

Panel voting occurs as per normally defined voting procedures of the Panel, which, as embodied in the Charter, call for a consensus vote on all decisions. Should consensus not be reached, then the voting is subject to the 66% rule.

7.5.1 Panel Quorum

In person meetings and electronic votes are not subject at this time to a specific Panel quorum.
7.5.2 Voting on Final Work Products

Acceptance of recommendations by unanimous consent of the Panel will be the default operating procedure, with recorded votes of the Panel resorted to only where significant division within the Panel and in the working group process is apparent to the Chair.

7.6 Non-Member Participation in Voting
Non-members, defined as a person not currently holding membership in HITSP either individually or as an employee of an organizational member, who are directly and materially affected by a HITSP issue up to Panel vote may request to join the vote for that issue. Such individuals shall contact HITSP Project Team Management by mail, telephone, or email providing information supporting their status as nonmembers; as being directly and materially affected and full contact information including name, address, telephone, and email address if appropriate. Non-member participation is by definition at the individual level; there shall be no instances of organizational non-member participation. 

Upon validation of their status the requester shall be contacted electronically or by mail. It shall be made known to the non-member that participation in the ballot implies adherence to the tenets of the HITSP Charter. Non-members must adhere to all instructions. At the discretion of the Board of Directors, non-member comments may be declared invalid and removed from consideration. 

Those non-members whose comments are so declared will be notified of such decision by the most appropriate means. 

8.0 References
HITSP Technical Committee Operating Guidelines

http://publicaa.ansi.org/sites/apdl/Documents/Standards%20Activities/Healthcare%20Informatics%20Technology%20Standards%20Panel/HITSP%20Policy%20Documents/HITSP%20Technical%20Committee%20Operating%20Guidelines%20FINAL%2020081105.doc
HITSP Appeals Process

http://publicaa.ansi.org/sites/apdl/Documents/Standards%20Activities/Healthcare%20Informatics%20Technology%20Standards%20Panel/HITSP%20Policy%20Documents/HITSP%2007%20N%20244%20-%20Proposed%20HITSP%20Appeals%20Process_PanelEdits%20.pdf

HITSP Charter

http://publicaa.ansi.org/sites/apdl/Documents/Standards%20Activities/Healthcare%20Informatics%20Technology%20Standards%20Panel/HITSP%20Policy%20Documents/HITSP%2006%20N%20048-%20Approved%20HITSP%20Charter%20010506.pdf
9.0 Appendix A - ROBERT’S RULES OF ORDER AND PARLIAMENTARY PROCEDURE 
9.1 Introduction

Henry Martyn Robert was an engineering officer in the regular Army. Without warning he was asked to preside over a church meeting and realized that he did not know how. He tried anyway and his embarrassment was supreme. This event, which may seem familiar to many readers, left him determined never to attend another meeting until he knew something of parliamentary law. 

Ultimately, he discovered and studied the few books then available on the subject. From time to time, due to his military duties, he was transferred to various parts of the United States where he found virtual parliamentary anarchy since each member from a different part of the country had differing ideas of correct procedure. To bring order out of chaos he decided to write Robert's Rules of Order as it came to be called.

Robert's Rules of Order exists to facilitate the decision-making process at meetings. They ensure that discussion is clear, and that the rights of both the majority and the minority are protected. Below are some of the basic rules within Bob's Rules that help a meeting run more smoothly and keep discussion on track. The rules, however, are not meant to disrupt or hold-up a meeting, and may be suspended if a member is using them for those purposes. 

There is provision within Robert's Rules to suspend the rules, and often at the committee level a consensus decision-making process is employed. 

9.2 Chairperson/Speaker

Each meeting is facilitated or guided by a speaker or chairperson. S/he is responsible for ensuring that the meeting runs smoothly and fairly. The chairperson remains impartial during the debate and should command the respect of all those in the room. The chairperson is not the final arbitrator of all decisions: the assembly ultimately has the authority and the responsibility to decide how the meeting should run.   

9.3 Main Motion

The basis for discussion is a formal motion. The motion is put forward of being 'moved' by a voting member of the assembly to focus discussion. Each motion must have a mover and a seconder to show that it has at least a minimum of support from the delegates. Once a motion has been put 'on the floor' for discussion, debate must focus on the substance of the motion. All other discussion is out of order and not allowed. A main motion may not be introduced if there is any other motion on the floor. The mover must state the motion before speaking and motions should be written out and handed to the chair so that everyone is clear on what is being discussed. 

9.4 Order

Once a motion is introduced, the chairperson will maintain a speaker's list to allow for discussion in an orderly manner. The seconder of the motion is given the right to speak immediately after the mover. To ensure that all members of the assembly have an equal opportunity to speak, the chairperson will allow speakers on the list who have not yet spoken before those who already have spoken. 

9.5 Amendments

At any time, a person who has the floor can introduce an amendment to the main motion being debated. An amendment is a motion that alters, adds to, subtracts from, or completely changes the main motion. Once an amendment has been moved and seconded, debate must be on the substance of the amendment. An amendment can only be amended once. For an amendment to pass, it needs a simple majority. Once an amendment has either been passed, defeated, or withdrawn, discussion reverts back to the main motion, taking into account whether or not the amendment passed. Complex or lengthy amendments should be written out for the chairperson to be able to read back to the assembly. 

9.6 Point of Order

If a member feels that the rules of order are being broken, s/he can immediately raise a 'point of order', and state what rule has been broken or not enforced by the chair. A point of order can interrupt a speaker. It cannot be used as an opportunity to get around the speakers' list - it can only be used to ask the chair to enforce the rules. The chair decides if the point is valid or not, and proceeds accordingly.   

9.7 Point of Privilege

A point of privilege can interrupt the speaker. A member who feels her/his right or privileges have been infringed on may bring up this point by stating their problem. Privilege refers to anything regarding the comfort of accessibility of the member (i.e. too much smoke, too much noise, fuzzy photocopies, etc.), or to the right of the member not to be insulted, misquoted, or deliberately misinterpreted. Again, the chair decides if the point is valid or not and proceeds accordingly.   

9.8 Challenge the Chair

If a member feels her/his point of order or privilege has been ruled on unfairly by the chair, s/he can challenge the chair. The chair then asks for a motion to uphold the chair, and the vote is taken. The vote decides whether the action decided upon by the chair is valid, or whether the member is correct. 

9.9 Point of Information

A point of information is a QUESTION. A member may interrupt the speaker to ask her/his question, but the speaker who has the floor has the privilege to refuse the question. The chair will ask the speaker if s/he wishes to entertain a question at that time. A point of information is not an opportunity to bring forward information, jump the speakers' list, harass another speaker, or generally disrupt the proceedings - IT CAN ONLY BE A QUESTION.  

9.10 Table

Debate may end in several ways. If a member feels that a decision on a motion needs to be postponed for some reason, then s/he can move to 'table' the motion. A member may not move to table a motion at the end of a speech, only at the time they are recognized by the chair. A specified time may be put on the tabling or the motion may be left indefinite. The only debate allowed is as to the length of tabling, or the time-line involved. A motion to table requires only a simple majority.   

9.11 Calling the Question

If a member feels that further debate is unproductive, s/he may 'call the question', requesting the debate be ended. If there is no objection, the meeting proceeds to the main motion. If there is objection, then the meeting must vote on whether to end debate. This vote requires a two-thirds (2/3) majority to pass, and is non-debatable. If the 'call' passes, a vote on the main motion is immediately taken, without any further debate. 

9.12 Rescind

A motion to rescind another motion is in order if it refers to a motion passed at another meeting on another day. This cannot be applied to actions that cannot be reversed (i.e. things that have already been carried out). This requires a two-thirds (2/3) majority to pass. 

9.13 Reconsider

A motion to reconsider is applicable to a motion that was passed at the same meeting. Such a motion must be moved by someone who voted with the prevailing majority on the previous vote. It requires a two-thirds (2/3) majority to pass.   

9.14 Suspension of the Rules

A motion to suspend the rules of order (so that the assembly may do something not allowed in the rules) must receive two-thirds (2/3) majority vote, is not debatable, cannot be amended and cannot be reconsidered at the same meeting. 

9.15 Adjourn

This motion takes precedence over all others, except to 'fix the time to adjourn', to which it yields. It is not debatable, it cannot be amended, nor can a vote on it be reconsidered. A motion to adjourn cannot be made when another has the floor, nor after a question has been put and the assembly is engaged in voting.   

9.16 Refer or Commit

This motion is generally used to send a pending question to a committee so that the questions may be carefully investigated. This motion must be seconded and is debatable, but the debate can only extend to the desirability of committing the main motion, not to the substance of the main motion itself.     

9.17 Committee of the Whole

At some point the assembly may wish to informally consider a motion or a group of motions before having to deal with them in a 'one at a time', debate fashion. Votes may be taken in committee but are not binding on the assembly unless ratified when the group re-enters the regular session. Motions are required to move in and out of committee of the whole.   

9.18 Minutes

The numbering of motions always is by date, and then by when the motion arose in the meeting (YEAR/MONTH/DAY:NUMBER IN ORDER). So the fourteenth motion during the June 23, 1996 meeting would be numbered like: 96/06/23:14. 

The three numbers after either a 'CARRIED,' 'DEFEATED,' or 'TIED' are arranged in a specific order. The first number indicated the number which voted in favor; the second is the number voting against; the third is the number who abstained. Thus, a decision which saw seven members in favor, four against, and two abstaining, would look like: 7 - 4 - 2. 

10.0 Appendix B - HITSP Essential Requirements

10.1 Essential requirements for due process

These requirements apply to activities related to the development of consensus for HITSP approvals, revisions, reaffirmations, and withdrawals.
Due process means that any person (organization, company, government agency, individual, etc.) with a direct and material interest has a right to participate by:  a) expressing a position and its basis, b) having that position considered, and c) having the right to appeal. Due process allows for equity and fair play. The following constitute the minimum acceptable due process requirements for the development of consensus.

10.2 
Openness

Participation shall be 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.

10.3 Lack of dominance

The HITSP process shall not be dominated by any single interest category, individual or organization.  Dominance means a position or exercise of dominant authority, leadership, or influence by reason of superior leverage, strength, or representation to the exclusion of fair and equitable consideration of other viewpoints.

10.4 Balance
The HITSP process should have a balance of interests. Participants from diverse interest categories shall be sought with the objective of achieving balance.

10.5 Notification of standards coordination

Notification of HITSP activity shall be announced in suitable media as appropriate to demonstrate an opportunity for participation by all directly and materially affected persons.

10.6 Consideration of views and objections 
Prompt consideration shall be given to the written views and objections of all participants.  

10.7 Consensus vote

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

10.8 Appeals 
Written procedures of HITSP 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.

10.9 Written procedures
Written procedures shall govern the methods used for standards coordination and shall be available to any interested person.

10.10 Benchmarks 

This section contains information relative to the implementation of the Essential Requirements set forth in Section 10.1 of this document and articulates the normative policies and administrative procedures associated with the HITSP process.

10.11 Openness

Timely and adequate notice of any action to create, revise, reaffirm, or withdraw a standards coordination recommendation, and the establishment of a new consensus body shall be provided to all known directly and materially affected interests. Notice should include a clear and meaningful description of the purpose of the proposed activity and shall identify a readily available source for further information.  In addition, the name, affiliation
 and interest category of each member of the consensus body shall be made available to interested parties upon request.
10.12 Lack of dominance

Unless it is claimed in writing (including electronic communications) by a directly and materially affected party that a single interest category, individual or organization dominated the HITSP process, no test for dominance is required.

10.13 Balance

Historically the criteria for balance are that a) no single interest category constitutes more than one‑third of the membership of a consensus body dealing with safety-related standards or b) no single interest category constitutes a majority of the membership of a consensus body dealing with other than safety-related standards.

1. Appropriate, representative user views shall be actively sought and fully considered in standards activities. Whenever possible, user participants shall be those with the requisite technical knowledge, but other users may also participate. User participation should come from both individuals and representatives of organized groups. See the HITSP Charter for the membership of the Panel.

10.14 Notification of standards coordination

Notification of standards coordination activity(ies) shall be announced in suitable media as appropriate to demonstrate the opportunity for participation by all directly and materially affected persons.  
10.15 Consideration of views and objections 
Prompt consideration shall be given to the written views and objections of all participants.  

In connection with an objection articulated during a public comment period, or submitted with a vote, an effort to resolve all expressed objections accompanied by comments related to the proposal under consideration shall be made, and each such objector shall be advised in writing (including electronic communications) of the disposition of the objection and the reasons therefore.  If resolution is not achieved, each such objector shall be informed in writing that an appeals process exists within procedures used by HITSP. Each unresolved objection and attempt at resolution, and any substantive change made in a proposed HITSP document shall be reported to the consensus body in order to afford all members of the consensus body an opportunity to respond, reaffirm, or change their vote.

10.16 Evidence of consensus and consensus body vote 

Evidence of consensus in accordance with these procedures and the procedures of HITSP shall be documented.

Consensus is demonstrated, in part, by a vote of the consensus body.  Such a vote shall be conducted and reported in accordance with the rules set forth herein. Votes for the approval of a document or portion thereof may be obtained by recorded votes at a meeting or electronic means.  All members of the consensus body shall have the opportunity to vote.  

1. HITSP shall not change a vote unless instructed to do so by the voter.  If the change of vote was not submitted in writing by the voter, then written confirmation of such a vote change shall be provided to the voter by HITSP.  It is never appropriate for HITSP to inform voters that if they are not heard from, their negative vote will be considered withdrawn and their vote will be recorded as an abstention or an affirmative. 

2. HITSP shall record and consider all negative votes accompanied by any comments that are related to the proposal under consideration.  This includes negative votes accompanied by comments concerning potential conflict and negative votes accompanied by comments of a procedural or philosophical nature.  These types of comments shall not be dismissed due to the fact that they do not necessarily provide alternative language or a specific remedy to the negative vote.  

3. HITSP is not required to consider negative votes accompanied by comments not related to the proposal under consideration, or negative votes without comments.  HITSP shall maintain records of evidence regarding any change of an original vote.

4. Except in regard to votes on membership and officer-related issues, each member of a consensus body should vote one of the following positions (or the equivalent):

a) Affirmative;

b) Affirmative, with comment;

c) Negative, with reasons (the reasons for a negative vote shall be given and if possible should include specific wording or actions that would resolve the objection);

d) Abstain.
6. For votes on membership and officer-related issues, the affirmative/negative/abstain method of voting shall be followed. Votes with regard to these issues need not be accompanied by reasons and need not be resolved or circulated to the consensus body.
10.17 Appeals

The written procedures of HITSP shall contain an identifiable, realistic, and readily available appeals mechanism for the impartial handling of procedural complaints regarding any action or inaction. 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.

The provision for appeals is important for the protection of directly and materially affected interests and of HITSP and is required as a part of due process.  This section gives general criteria regarding the right to appeal, to whom appeals are made and what may be appealed.

10.17.1 Right to Appeal:  Appeals at the HITSP level 

Persons who have directly and materially affected interests and who have been or will be adversely affected by any procedural action or inaction by HITSP with regard to the development of a proposed HITSP document or the revision, reaffirmation, or withdrawal of an existing HITSP document, have the right to appeal. HITSP may choose to offer an appeals process to address appeals on other than procedural issues. Procedural complaints include whether a technical issue was afforded due process. The burden of proof to show adverse effect shall be on the appellant. Appeals of actions shall be made within reasonable time limits; appeals of inactions may be made at any time. Appeals shall be directed to the HITSP entity responsible for the action or inaction in accordance with the appeals procedures of HITSP. 

10.18 Annex A:
Definitions

· Consensus:  Consensus means substantial agreement has been reached by directly and materially affected interests. This signifies the concurrence of more than a simple majority, but not necessarily unanimity.  Consensus requires that all views and objections be considered, and that an effort be made toward their resolution.

· Resolved:  A negative vote cast by a member of the consensus body or a comment submitted as a result of public review where the negative voter agrees to change his/her vote or the negative commenter accepts the proposed resolution of his/her comment.

· Unresolved:  Either (a) a negative vote submitted by a consensus body member or (b) written comments, submitted by a person during public review expressing disagreement with some or all of the proposed standards coordination document, that have not been satisfied and/or withdrawn after having been addressed according to HITSP’s approved procedures.

Perspective Committees





Domain Committees





Administrative


and Financial





Care Management


and Health Records





Security, Privacy 


and Infrastructure





Consumer





Population





Provider





Technical Committee





Board of Directors





HITSP Panel














�“Affiliation” refers to the entity that the consensus body member represents (which may or may not be that person’s employer).  If the consensus body member is serving in an individual capacity, then the name of the individual, that person’s employer, sponsor and interest category should be available.  Contact information is not required.
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