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4. Harmonization Process 
This section describes the harmonization process used by the HITSP Foundations Harmonization Subcommittee. Harmonization processes are tightly coupled with harmonization principles – the two are iteratively reviewed and revised as processes are tested and refined over time. 

The intent is to define harmonization processes such that they can serve as a template for a project plan for any harmonization project. All HITSP Foundations Harmonization Subcommittee harmonization projects will be tracked with a project plan built from said template. 

4.1 Initiate project (i.e. create Harmonization Working Group) 
Requests for new harmonization projects or for revisions to existing harmonization artifacts shall be presented to HITSP Foundations Harmonization Subcommittee, who will then assist in the creation of a Harmonization Working Group. The real harmonization work is carried out by the Harmonization Working Group, following the process defined by HITSP Foundations Harmonization Subcommittee. All Harmonization Working Groups are open, and the artifacts they produce will be subject to approval by HITSP-member SDOs. 

NOTE: While anyone can propose a harmonization project, there are logistical factors that often determine whether or not a Harmonization Working Group will be formed. In particular, there needs to be an identifiable working group leader, and there needs to be sufficient direct participation from the affected SDOs. 

NOTE: HITSP Foundations Harmonization Subcommittee is not a standards developer. Identified terminology or information model gaps should be communicated to the SDOs. In order to ensure that identified gaps don’t wind up being implemented differently by different SDOs, HITSP Foundations Harmonization Subcommittee could be a forum / model for pre-reconciliation. 

· Project coordination will be managed by HITSP staff 

· Sponsor of proposed harmonization project will present a draft description to HITSP Foundations Harmonization Subcommittee, including: 

o Overview of project, including high level scope and need being addressed. 

o Existing code sets, if known. 

o Existing collaboration/harmonization efforts, if known. 

o Suggested actions. 

o Forward / backward compatibility issues if this is a proposed change to an existing harmonized artifact. 

· HITSP Foundations Harmonization Subcommittee will formally notify all HITSP members (all SDOs, non-SDO stakeholder organizations, governmental bodies, consumers) of an intent to harmonize and call an organizational meeting. 

· The organizational meeting will be held to identify level of interest and participants. Presuming sufficient interest and SDO participants, a Harmonization Working Group will be formed. The Harmonization Working Group will further clarify the objectives and harmonized artifacts to be built. 

· The Harmonization Working Group will operate under standard HITSP committee guidelines. All meetings will be announced in advance. Key discussions, decisions and attendance will be documented. All decisions will be by consensus or failing that by two-thirds vote of members. 

· The Harmonization Working Group will identify a project lead (to collect use cases, to manage the project template, etc). 

· The Harmonization Working Group, once formed, will report back to HITSP Foundations Harmonization Subcommittee before proceeding on to the next step. 

4.2 Harmonization Working Group  (OMITTED FROM EXCERPT)
4.3 Approve harmonized artifact 
In the process outlined below, approval of harmonized artifacts is occurring without a full membership ballot of any of the affected SDOs. This raises some logistic issues, which are addressed partially in this section, and partially in section 5.2 Facilitating SDO adoption of harmonized artifact. 

It is recognized that changes to information model fragments can have a more significant structural impact on an SDO (e.g. may require a formal vote of the SDO in order to approve incorporation of said changes into their standard), and therefore this section lays out a general approval process, along with special considerations for different artifact types. 

· Upon completion of the steps outlined in section 4.2 Harmonization Working Group, HITSP Foundations Harmonization Subcommittee will initiate the artifact approval process, which involves notifying the SDOs of the new artifact, and giving them a chance to comment on it.


NOTE: The guiding presumption is that the Harmonization Working Group is the authoritative source of technical harmonization. Therefore all SDOs with interest in the subject matter should participate in the working group phase. HITSP Foundations Harmonization Subcommittee may, based on input from its members and formal comments from SDOs, determine that the artifact needs further work and refer it back to the Harmonization Working Group. HITSP Foundations Harmonization Subcommittee will not make technical changes to artifacts. 

· HITSP Foundations Harmonization Subcommittee will formally notify all HITSP member SDOs of its intent to publish a harmonized artifact within 60 days. These notifications will occur at a regularly specified frequency, initially quarterly. Any SDO through its primary representative may submit a negative comment during this period. Such negative comments will be dispositioned by HITSP Foundations Harmonization Subcommittee and/or the Harmonization Working Group, until they are resolved. 


NOTE: Disposition will seek to resolve the negative to the submitter’s satisfaction. However, decisions will be made by consensus and failing that by two thirds approval of voting members of HITSP Foundations Harmonization Subcommittee (HITSP-member SDO representatives, HITSP Foundations co-chairs).

