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1 Justification Detail:
Currently, both OBR-13, OBX segments under the OBR, and the Prior Results Group in order messages are available to communicate clinically relevant information upon ordering and/or specimen collection and potentially other steps before the order is actually performed.  This leads to ambiguous and inconsistent use of these capabilities.

The purpose of this proposal is to remove those ambiguities and inconsistencies and provide one clear, consistent approach to associate clinically relevant information to an order.

It should be clear to all readers that the issue is not whether to communicate certain data, which is a clinical consideration beyond the scope of this proposal, but rather how to consistently communicate such information once it is agreed to that it should be able to be communicated, an information technology consideration between two computer based applications, i.e., no human interpretation and use involved.

The following provides a review of the key areas and the proposed approach to resolve.  Section 4 Documentation Changes contains the actual changes necessary in the respective chapters to support the proposed approach.

1.1 OBR-13

OBR-13, Relevant Clinical Information, was defined with an ST data type up to V2.7.1 when it was changed to use a CWE data type.  This change was challenged as the first component of a CWE is not a free text string, rather a code, but InM supported the change.  Additionally a User Defined table was included using Fasting Status values as initial examples as the intended purpose would specifically include fasting status.

The problems with OBR-13 are:

· It has a wide open definition allowing more than fasting status

· Since it is a CWE without an indication what the actual value represents, the receiving system can only understand what it is if they have full knowledge of the codes in the code set.  However that does not work for free text.

· Thus this field can really only be interpreted by humans, therefore not useful to most computer based information systems.

· It represents a subset of an OBX, thus an OBX would be able to capture the information contained in OBR-13 and provide the necessary meaning so a computer based information system can actually do something with it.

Consequently the proposal is to deprecate OBR-13 in favor of utilizing the OBX segment under the OBR.

1.2 OBX under the OBR SEGMENT

The OBX under the OBR segment is intended to communicate a variety of clinically relevant information that do not require the full OBR/OBX structure available in the Prior Results Group, or for which such information is not available.  Examples include Ask at Order Entry questions AOE (in the Lab setting), or clinical data such as height/weight for Radiology exams.

The concern has been that when such information is sent as part of the order message and either needs to be echoed back with the results, or passed along with the results to another party (e.g., copies to), that it is impossible to distinguish between the information sent along with the order vs. the actual results conveyed in the results message.  To remove that issue, V2.8.1 introduces OBX-29, Observation Type, to flag whether the OBX represent supporting clinical information (as these may not just be Lab AOEs) or the actual result.

We believe therefore OBX now has the right fields to manage these distinctions, although additional values to the new HL7 defined table for OBX-29 may be necessary.  See further discussion for proposed additions in their context.

However, it is not fully clear in the base standard when to use this OBX vs. the Prior Results Group.

The proposal is to include clarifying text in the LOI IG message structure that the OBX under the OBR is to be used for information specifically observed/measured as part of the ordering process (including specimen collection), while the Prior Results Group is to be used for results obtained prior to and independent of the ordering process for the test(s) at hand, unless the observations being collected as part of the ordering process require the full results structure.
1.3 Prior Results Group

The Prior Results Group is available to provide a place to communicate results that were obtained prior to and independent of the ordering process of the test(s) being ordered.
There is no need to make further clarifications.

1.4 OM1-31 - Observations Required to Interpret this Observation
OM1-31 – Observations Required to Interpret this Observation is used to define what clinically relevant data is to be sent along with the order to interpret the data.  The problem is that it is a single CWE field that repeats.  It is therefore not possible to clarify the following:

· Should the data be collected when the order is entered or no later than the specimen is collected?

· Should the data be communicated other than in the OBX under the order OBR?  Particularly if the data requires more structure than a simple, single OBX.  Or if the data can be accommodated in one of the administrative segments.

While there was a desire to not use this field as it was too restrictive, a choice was made to funnel all data that is clinically relevant for the interpretation of the result through this structure.  This would be particularly appropriate if the information is not always needed for every test.

To resolve the inconsistencies in how to indicate what data to collect and how to communicate it, the proposal is to deprecate OM1-31 and create a new segment defined as follows.  This segment would be inserted in the appropriate Chapter 8 messages as [{OMC}] under OM1.
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Action Code – Enables snapshot or dynamic messages to modify entries.
Observations Required to Interpret this Observation – Same as currently defined, using LOINC codes and/or local codes.
Collection Step – Indicates by when in the ordering process this information must be collected.  ORD – At time of placing the order (e.g., ….).  SPM – When the specimen is collected (e.g., fasting status)

Communication Location – Indicates where in the message this information is expected to be communicated.  Either a Field ID (e.g., PID-7), OBX location (e.g., OBX-OBR or OBX-SPM), or prior results (PR).

1.5 OBX under the PID
There has been some discussion whether we should accommodate an OBX segment under PID to enable communication of certain observations only once as they do not typically or never change across tests.  While that is correct, there is a concern that over time the values still may change and that having sent it along with the PID only may make it difficult in subsequent messages to still maintain the relationship with the specific tests that needed that information.  Therefore, this proposal does not include a proposal to add an OBX under PID in the order/result messages, rather to explicitly recommend not to do so.
2 Open Issues:

No known issues
3 Change Request Impact:

No known impact.
4 Documentation Changes:  
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