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1 Justification Detail:

In the process of developing Release 2 of the eDOS (electronic directory of service) Implementation Guide (IG), participants have identified new fields needed.  To accommodate addition to the IG, the fields will be added to V2.8.1 and pre-adopted in the eDOS IG.
2 Open Issues:

· Add field (OM1-52) to indicate the replacement test code when an “old” test code is deactivated.  (Source Office of National Coordinator [ONC] eDOS Work Group[WG])
· Add fields to OM1 segment to indicate when prior results or special instructions are needed for a particular test. (Source ONC Laboratory Order Interface [LOI] Vocabulary WG)
3 Change Request Impact:

These new fields are required to facilitate interoperability and reduce manual processing.
4 Documentation Changes:  
Add new fields to the OM1 segment in HL7 V2.8.1 and pre-adopt in eDOS IG Release 2.  Both are scheduled to ballot in June, 2013.  
V2.8.1 (Excerpt below from January 2013 ballot copy of V2.8)
OM1 - General Segment (Fields That Apply to Most Observations
The Technical Steward for the OM1 segment is Orders and Observations.

The OM1 segment contains the attributes that apply to the definition of most observations.  This segment  contains the field attributes that specify what additional segments might also be defined for this observation.

HL7 Attribute Table - OM1 - General Segmentxe "HL7 Attribute Table - OM1 " 
	SEQ
	LEN
	C.LEN
	DT
	OPT
	RP/#
	TBL#
	ITEM#
	ELEMENT NAME

	1
	
	4=
	NM
	R
	
	
	00586
	Sequence Number - Test/Observation Master File

	2
	
	
	CWE
	R
	
	9999
	00587
	Producer's Service/Test/Observation ID

	3
	2..3
	
	ID
	O
	Y
	0125
	00588
	Permitted Data Types

	4
	1..1
	
	ID
	R
	
	0136
	00589
	Specimen Required

	5
	
	
	CWE
	R
	
	9999
	00590
	Producer ID

	6
	
	200#
	TX
	O
	
	
	00591
	Observation Description

	7
	
	
	CWE
	O
	
	9999
	00592
	Other Service/Test/Observation IDs for the Observation

	8
	
	200#
	ST
	B
	Y
	
	00593
	Other Names

	9
	
	30#
	ST
	O
	
	
	00594
	Preferred Report Name for the Observation

	10
	1..8
	
	ST
	O
	
	
	00595
	Preferred Short Name or Mnemonic for the Observation

	11
	
	200=
	ST
	O
	
	
	00596
	Preferred Long Name for the Observation

	12
	1..1
	
	ID
	O
	
	0136
	00597
	Orderability

	13
	
	
	CWE
	O
	Y
	9999
	00598
	Identity of Instrument Used to Perform this Study

	14
	
	
	CWE
	O
	Y
	9999
	00599
	Coded Representation of Method

	15
	1..1
	
	ID
	O
	
	0136
	00600
	Portable Device Indicator

	16
	
	
	CWE
	B
	Y
	9999
	00601
	Observation Producing Department/Section

	17
	
	
	XTN
	B
	
	
	00602
	Telephone Number of Section

	18
	1..1
	
	CWE
	R
	
	0174
	00603
	Nature of Service/Test/Observation

	19
	
	
	CWE
	O
	
	9999
	00604
	Report Subheader

	20
	
	20=
	ST
	O
	
	
	00605
	Report Display Order

	21
	
	
	DTM
	O
	
	
	00606
	Date/Time Stamp for Any Change in Definition for the Observation

	22
	
	
	DTM
	O
	
	
	00607
	Effective Date/Time of Change

	23
	
	
	NM
	O
	
	
	00608
	Typical Turn-Around Time

	24
	
	
	NM
	O
	
	
	00609
	Processing Time

	25
	1..1
	
	ID
	O
	Y
	0168
	00610
	Processing Priority

	26
	1..1
	
	ID
	O
	
	0169
	00611
	Reporting Priority

	27
	
	
	CWE
	B
	Y
	9999
	00612
	Outside Site(s) Where Observation May Be Performed

	28
	
	
	XAD
	B
	Y
	
	00613
	Address of Outside Site(s)

	29
	
	
	XTN
	B
	
	
	00614
	Phone Number of Outside Site

	30
	
	
	CWE
	O
	
	0177
	00615
	Confidentiality Code

	31
	
	
	CWE
	O
	Y
	9999
	00616
	Observations Required to Interpret this Observation

	32
	
	
	TX
	O
	
	
	00617
	Interpretation of Observations

	33
	
	
	CWE
	O
	
	9999
	00618
	Contraindications to Observations

	34
	
	
	CWE
	O
	Y
	9999
	00619
	Reflex Tests/Observations

	35
	
	
	TX
	O
	
	
	00620
	Rules that Trigger Reflex Testing

	36
	
	
	CWE
	O
	
	9999
	00621
	Fixed Canned Message

	37
	
	200=
	TX
	O
	
	
	00622
	Patient Preparation

	38
	
	
	CWE
	O
	
	9999
	00623
	Procedure Medication

	39
	
	200=
	TX
	O
	
	
	00624
	Factors that may Affect the Observation

	40
	
	60=
	ST
	O
	Y
	
	00625
	Service/Test/Observation Performance Schedule

	41
	
	
	TX
	O
	
	
	00626
	Description of Test Methods

	42
	
	
	CWE
	O
	
	0254
	00937
	Kind of Quantity Observed

	43
	
	
	CWE
	O
	
	0255
	00938
	Point Versus Interval

	44
	
	200=
	TX
	O
	
	0256/ 0257
	00939
	Challenge Information

	45
	
	
	CWE
	O
	
	0258
	00940
	Relationship Modifier

	46
	
	
	CWE
	O
	
	9999
	00941
	Target Anatomic Site Of Test

	47
	
	
	CWE
	O
	
	0910
	00942
	Modality of Imaging Measurement

	48
	1..1
	
	ID
	O
	
	0919
	03310
	Exclusive Test

	49
	2..3
	
	ID
	O
	
	0074
	00257
	Diagnostic Service Sector ID

	50
	
	
	CWE
	O
	
	0446
	01539
	Taxonomic Classification Code

	51
	200
	
	ST
	O
	Y
	
	03399
	Other Names

	52
	
	
	CWE
	O
	Y
	9999
	?????
	Replacement Producer's Service/Test/Observation ID

	53
	
	
	TX
	O
	Y
	
	?????
	Prior Resuts Instructions

	54
	
	
	TX
	O
	Y
	
	?????
	Special Instructions


OM1-52 Replaced Producer’s Service/Test Observation ID    (CWE)   ?????
Definition:  This field is used in conjunction with a MFE-1 Record-Level Event Code ‘MDC’ defined as:  “Deactivate:  discontinue using record in master file, but do not delete from database”, in conjunction with an OM1 segment providing detail for the deactivate code.  When the OM1-2 Producer’s Service/Test/Observation ID is being deactivated, use OM1-52 to indicate the producer’s replacement test or observationcode(s), as it was defined in the OM1-2 Producer’s Service/Test/Observation ID when the new/replacement code was added. 
	Note:  Replacement codes referenced by OM1-52 must be added to the receiver’s system before sending a deactivate record for the code being obsoleted. 


Table below for information in change request proposal process and not intended for inclusion in the base standard:
	File-Level Event

MFI-3
	Record-Level Event

MFE-1
	Comment

	REP
	MAD – Add record to master file
	Note: If the MFI-3 - File-Level Event Code is "REP" (replace file), then each MFE segment must have an MFE-1 - Record-Level Event Code of "MAD" (add record to master file).

	UPD
	MAD – Add record to master file
	(MFI-3) UPD means that the events are defined according to the record-level event code contained in each MFE segment in that message.

	UPD
	MDC – Deactivate:  discontinue using record in master file, but do not delete from database
	(MFI-3) UPD means that the events are defined according to the record-level event code contained in each MFE segment in that message.

	UPD
	MAC – Reactivate deactivated record
	(MFI-3) UPD means that the events are defined according to the record-level event code contained in each MFE segment in that message.


OM1-53 Prior Results Instructions   (TX)   ?????
Definition:  This field is used to indicate when the test in OM1-2 Producer’s Service/Test/Observation ID is ordered, prior results  should accompany the order (OML^O21^OML_O21: Laboratory Order Message).  For example, when ordering a Thyroid FNA (Fine Needle Aspiration) Evaluation, send the  prior results of Ultrasound Findings.  The instructions may also indicate a timeframe, for example, send the prior results of CBC in past 60 days
.  
OM1-54 Special Instructions   (TX)   ?????
Definition:  This field is used to convey special instructions for the test, for example: “Chain-of-custody documentation is required for samples submitted for pre-employment, random employee testing, and forensic purposes. For other applications, use the standard request form.”  (Note: this is for toxicology testing); “If  reflex test is performed, additional charges/CPT code(s) may apply.”; “Please direct any questions regarding this test to Oncology Customer Service”; “Please include tentative diagnosis/treatment on the request form.  This is necessary for proper culturing and result interpretation.”  (Note: this is for chromosome analysis)

eDOS IG R2 Revisions
OM1 – General Segment
	Table 4‑11. General Segment (OM1)


	SEQ
	Element Name
	DT
	Usage
	Cardinality
	Value Set
	Comment

	1
	Sequence Number - Test/Observation Master File
	NM
	R
	[1..1]
	
	This field should always be sent when an OM1 segment is sent. For the first occurrence of this segment, the sequence shall be 1.

	2
	Producer's Service/Test/Observation ID
	CWE_CR
	R
	[1..1]
	HL79999
	

	3
	Permitted Data Types
	
	O
	
	
	

	4
	Specimen Required
	ID
	R
	[1..1]
	HL70136
	This will be Y(es) for orderable tests. This may be N(o) for non-orderable components, like laboratory-performed calculations, administrative tests (24 hr urine volume).

	5
	Producer ID
	CWE
	R
	[1..1]
	HL79999
	

	6
	Observation Description
	
	O
	
	
	

	7
	Other Service/Test/Observation IDs for the Observation
	
	O
	
	
	

	8
	Other Names
	
	X
	
	
	Excluded for this Implementation Guide, see Section 1.3.1
Pre-adopt V2.8 field deprecation in favor of OM1-51.

	9
	Preferred Report Name for the Observation
	ST
	C(R/O)
	[0..1]
	
	Must be valued if OM1-10 and 11 are not valued

	10
	Preferred Short Name or Mnemonic for Observation
	ST
	C(R/O)
	[0..1]
	
	Must be valued if OM1-9 and 11 are not valued

	11
	Preferred Long Name for the Observation
	ST
	C(R/O)
	[0..1]
	
	Must be valued if OM1-9 and 10 are not valued

	12
	Orderability
	ID
	R
	[1..1]
	HL70136
	

	13
	Identity of Instrument Used to Perform this Study
	
	O
	
	
	

	14
	Coded Representation of Method
	
	O
	
	
	

	15
	Portable Device Indicator
	
	O
	
	
	

	16
	Observation Producing Department/Section
	
	X
	
	
	Excluded for this Implementation Guide, see Section 1.3.1
Pre-adopt V2.8 field deprecation in favor of OM1-49

	17
	Telephone Number of Section
	
	O
	
	
	

	18
	Nature of Service/Test/Observation
	IS
	R
	[1..1]
	HL70174
	

	19
	Report Subheader
	
	O
	
	
	

	20
	Report Display Order
	
	O
	
	
	

	21
	Date/Time Stamp for any change in Definition for the Observation
	
	O
	
	
	Date of last update for the observation

	22
	Effective Date/Time of Change
	DTM
	RE
	[0..1]
	
	The Effective Time shall be 00:00:01 (midnight) of the Effective Date unless otherwise specified. If this field is empty, assume effective immediately.

	23
	Typical Turn-Around Time
	NM
	RE
	[0..1]
	
	Presented in minutes, upon receipt of specimen

	24
	Processing Time
	
	O
	
	
	

	25
	Processing Priority
	
	O
	
	
	

	26
	Reporting Priority
	
	O
	
	
	

	27
	Outside Site(s) Where Observation may be Performed
	CWE
	C(RE/O)
	[0..*]
	HL79999
	CE (Conditional but it may be empty) in V2.5.1

	28
	Address of Outside Site(s)
	XAD
	C(R/O)
	[0..*]
	
	Condition Predicate: If OM1-27 is valued.

If the lab providing the Directory of Service is not the performing laboratory and sends the work to an outside facility this information shall be provided

	29
	Phone Number of Outside Site
	
	O
	
	
	

	30
	Confidentiality Code
	
	O
	
	
	

	31
	Observations Required to Interpret the Observation
	CWE_CR
	RE
	[0..*]
	HL79999
	This field will contain the Ask at Order Entry (AOE) question(s).

CWE data type pre-adopted from V2.7.1; cardinality ( unlimited repeats) pre-adopted from V2.8.  
Refer to Appendix A – Ask at Order Entry for additional information.

	32
	Interpretation of Observations
	TX
	RE
	[0..*]
	
	Examples of information included in this field are Clinical Significance, Additional Notes, and Compliance Remarks.

	33
	Contraindications to Observations
	CWE
	RE
	[0..*]
	HL79999
	Examples of information included in this field are Limitations or Contraindications that may affect the observations.

	34
	Reflex Tests/Observations
	CWE_CR
	RE
	[0..*]
	HL79999
	This field contains all potential reflex tests for this test/observation.

	35
	Rules that Trigger Reflex Testing
	TX
	RE
	[0..*]
	
	This repeating field refers to the corresponding position within OM1-34 (Reflex Tests/Observations). For example, the third member of this field identifies the conditions for the third reflex test listed in OM1-34.

	36
	Fixed Canned Message
	
	O
	
	
	

	37
	Patient Preparation
	TX
	RE
	[0..1]
	
	This field indicates any patient preparation required prior to collecting the specimen(s) for this observation. For example, Patient fasting required for 12 hours.

	38
	Procedure Medication
	
	O
	
	
	

	39
	Factors that may Affect the Observation
	TX
	RE
	[0..1]
	
	This field shall contain information such as Causes for Rejection (i.e…Hemolyzed sample, Quantity not sufficient, Clotted sample, etc.).

	40
	Service/Test/Observation Performance Schedule
	ST
	RE
	[0..*]
	
	An example of a performance schedule may be “every Monday, Wednesday, Friday”. Other ways that this might be displayed are “Mon, Wed, Fri” or “M, W, F.”

	41
	Description of Test Methods
	
	O
	
	
	

	42
	Kind of Quantity Observed
	
	O
	
	
	

	43
	Point Versus Interval
	
	O
	
	
	

	44
	Challenge Information
	
	O
	
	
	

	45
	Relationship Modifier
	
	O
	
	
	

	46
	Target Anatomic Site Of Test
	
	O
	
	
	

	47
	Modality Of Imaging Measurement
	
	O
	
	
	

	48
	Exclusive Test
	ID
	RE
	[0..1]
	HL70919
	Pre-adopted V2.8

HL7 Definition:  This field defines if this test should be a specific event with no other tests to be proformed with this test.  Refer to HL7 Table 0919 – Exclusive Test for valid values.  

If not populated, the default value of “N” is assumed and that this test can be included with any number of other tests.

When D is specified for this field, using field OM1-49 determines how tests must be grouped together.  Tests within the same Diagnostic Service Sector may be on the same requisition, and therefore in the same message

	49
	Diagnostic Service Sector ID
	ID
	RE
	[0..1]
	HL70074
	Pre-adopted V2.8

HL7 Definition: This field is the section of the diagnostic service where the observation was performed. If the study was performed by an outside service, the identification of that service should be recorded here. Refer to Chapter 4, Section 4.5.3.24, HL7 Table 0074 - Diagnostic service section ID for valid entries.  

The laboratory Performing Department; used in conjunction with OM1-48 to determine if the requisition/specimen must be packaged / sent separately from other tests on this order. This function is commonly known as “Split Requisitions” within the laboratory industry.

ACLA recommends referring to HL7 Table 0074 Diagnostic Service Sector ID. This is consistent with messaging in OBR-24 for orders and results.

	50
	Taxonomic Classification Code
	
	O
	
	
	

	51
	Other Names
	ST
	RE
	[0..*]
	
	Pre-adopted V2.8 revision that depreciates OM1-8 in favor of this field

List alll alias names for the test.

HL7 Definition: This field contains any test aliases or synonyms for the name in the context of the ordering service. These are alternative names, not associated with a particular coding system, by which the battery, test, or observation (e.g., measurement, test, diagnostic study, treatment, etc.) is known to users of the system. Multiple names in this list are separated by repeat delimiters.

	52
	Replacement Producer’s Service/Test/Observation ID
	CWE_CR
	C(RE/O)
	[0..*]
	9999
	Condition Predicate:  If MFE-1 = MDC

Pre-adopted V2.8.1
Definition:  This field is used in conjunction with a MFE-1 Record-Level Event Code ‘MDC’ defined as:  “Deactivate:  discontinue using record in master file, but do not delete from database”, in conjunction with an OM1 segment providing detail for the deactivate code.  When the OM1-2 Producer’s Service/Test/Observation ID is being deactivated, use OM1-52 to indicate the producer’s replacement test or observationcode(s), as it was defined in the OM1-2 Producer’s Service/Test/Observation ID when the new/replacement code was added.

	53
	Prior Resuts Instructions
	TX
	RE
	[0..*]
	
	Pre-adopted V2.8.1
Definition:  This field is used to indicate when the test in OM1-2 Producer’s Service/Test/Observation ID is ordered, prior results  should accompany the order (OML^O21^OML_O21: Laboratory Order Message).  For example, when ordering a Thyroid FNA (Fine Needle Aspiration) Evaluation, send the prior results of Ultrasound Findings.  The instructions may also indicate a timeframe; for example, send the prior results of CBC in past 60 days
.

	54
	Special Instructions
	TX
	RE
	[0..*]
	
	Pre-adopted V2.8.1
Definition:  This field is used to convey special instructions for the test, for example: “Chain-of-custody documentation is required for samples submitted for pre-employment, random employee testing, and forensic purposes. For other applications, use the standard request form.”  (Note: this is for toxicology testing); “If  reflex test is performed, additional charges/CPT code(s) may apply.”; “Please direct any questions regarding this test to Oncology Customer Service”; “Please include tentative diagnosis/treatment on the request form.  This is necessary for proper culturing and result interpretation.”  (Note: this is for chromosome analysis).


Information below for reference only:

From HL7 Version 2.5.1, Chapter 2, Section 2.5.3.6 c) re: TBL #‘9999’

If the field is of data type CE, CF, CNE or CWE and one or more externally or locally defined tables may be used, the symbolic number 9999 will appear in the column. This is to indicate that table values are used, but no HL7/User-defined table can be allocated. The narrative may constrain which external tables can be used.
From Lab Orders Interface (LOI) V40)
Keywords

The key words "MUST", "MUST NOT", "REQUIRED", "SHALL", "SHALL NOT", "SHOULD", "SHOULD NOT", "RECOMMENDED", "MAY", and "OPTIONAL" in this document are to be interpreted as described in RFC 2119
. The following definitions are excerpted from the RFC:

MUST or the terms "REQUIRED" or "SHALL", mean that the definition is an absolute requirement of the specification.

MUST NOT or the phrase "SHALL NOT", mean that the definition is an absolute prohibition of the specification.

SHOULD or the adjective "RECOMMENDED", mean that there may exist valid reasons in particular circumstances to ignore a particular item, but the full implications must be understood and carefully weighed before choosing a different course.

SHOULD NOT or the phrase "NOT RECOMMENDED" mean that there may exist valid reasons in particular circumstances when the particular behavior is acceptable or even useful, but the full implications should be understood and the case carefully weighed before implementing any behavior described with this label.

MAY or the adjective "OPTIONAL", mean that an item is truly optional. One software supplier may choose to include the item to enable certain capabilities while another software supplier may omit the same item. In either case, the communication partner cannot be expected to either provide it (sender) or process it (receiver) without clear and voluntary agreement between the partners.

� Pending examples from LOI Vocabulary


� http://www.ietf.org/rfc/rfc2119.txt





�Comment to explain logic for change request proposal/to be deleted:





This was defined as text vs. coded to allow flexibility.  For example, lab may ask for CBC, but provider has prior result of CBC with differential that could be provided; or lab asks for basic metabolic panel but provider has complete metabolic panel that could provide desired information.  


�Information only, excerpt  from LOI IG:


Communication of OTHER CLINICAL INFORMATION OR Prior Results


Should the need arise to send results not obtained at the time of order entry or specimen collection and/or those requiring full results report structure such as culture/sensitivity reports, the Prior Results segment group in the message structure should be used.
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