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1 Justification Detail:

Through a number of public comments on the ACLA Test Compendium Framework, an Implementation Guide for the deliver of a lab's Directory of Service based on HL7's chapter 8 (Master Files), it was pointed out that OM4 (Observations That Require Specimens Segment) needed to repeat in order to message multiple specimens.  It was also clear that the segment needed to be clear what was the preferred specimen (and if there was a preferred specimen) and the alternate specimens that could be used.  When there were multiple preferred specimens, there needed to be a link from the preferred specimen to the appropriate alternate specimens.
2 Open Issues:

NA

3 Change Request Impact:

This change is at multiple levels.  The message structure (trigger event M08), segment, and field attributes will all change in this proposal.  For the trigger events, the message structure must support the repeating of OM4.  The segment will need two addition fields to accommodate the identification of preferred specimen and when the specimen(s) are alternatives which preferred specimen it is an alternative for by providing the sequence ID..  Two fields will need to repeat, specimen type and container type.
4 Documentation Changes:  

Chapter 8 – Master File 

Section 8.8.3

MFN/MFK – Master File Notification – Test/Observation (Numeric) (Event M08) XE “MFN” 

 XE “MFK” 

 XE “Messages:MFN” 

 XE “Messages:MFK” 
	MFN^M08^MFN_M08
	Master File Notification – Test/Observation (Numeric)
	Status
	Chapter

	MSH
	Message Header
	
	2

	[{ SFT }]
	Software
	
	2

	MFI
	Master File Identification
	
	8

	{
	--- MF_TEST_NUMERIC begin
	
	

	  MFE
	Master File Entry
	
	8

	  OM1
	General Segment (Fields That Apply to Most Observations)
	
	8

	  [ OM2 ]
	Numeric Observation Segment
	
	8

	  [ OM3 ]
	Categorical Service/Test/Observation Segment
	
	8

	  [{OM4}]
	Observations that Require Specimens
	
	8

	}
	--- MF_TEST_NUMERIC end
	
	


Allowing OM4 to repeat consistent with M10.

Section 8.8.11 – OM4 - Observations That Require Specimens Segment XE "observations that require specimens segment" 

xe "OM4"

xe "Segments: OM4"
The Technical Steward for the OM4 segment is ORDERS.

This segment applies to observations/batteries that require a specimen for their performance.  When an observation or battery requires multiple specimens for their performance (e.g., creatinine clearance requires a 24-hour urine specimen and a serum specimen), multiple segments may be included, one for each specimen type.

OM4 is a repeating segment.  It allows multiple specimens per Order Code and accommodates for multiple alternate specimen for each preferred specimen.  In some cases an Order Code can require multiple specimens.  In many cases there are preferred specimens and for each preferred it is possible to have one or more alternative specimens.  The alternative specimen will carry in OM4-17 the Sequence Number – Test/Observation Master File (OM4-1) of the preferred specimen. 

HL7 Attribute Table - OM4 - Observations that Require Specimens XE "HL7 Attribute Table - OM4 - Observations that Require Specimens" 
	SEQ
	LEN
	DT
	OPT
	RP/#
	TBL#
	ITEM #
	ELEMENT NAME

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

	2
	1
	ID
	O
	
	0170
	00642
	Derived Specimen

	3
	60
	TX
	O
	Y
	
	00643
	Container Description

	4
	20
	NM
	O
	Y
	
	00644
	Container Volume

	5
	250
	CE
	O
	Y
	9999
	00645
	Container Units

	6
	250
	CE
	O
	
	9999
	00646
	Specimen

	7
	250
	CWE
	O
	
	0371
	00647
	Additive

	8
	10240
	TX
	O
	
	
	00648
	Preparation

	9
	10240
	TX
	O
	
	
	00649
	Special Handling Requirements

	10
	20
	CQ
	O
	
	
	00650
	Normal Collection Volume

	11
	20
	CQ
	O
	
	
	00651
	Minimum Collection Volume

	12
	10240
	TX
	O
	
	
	00652
	Specimen Requirements

	13
	1
	ID
	O
	Y
	0027
	00653
	Specimen Priorities

	14
	20
	CQ
	O
	
	
	00654
	Specimen Retention Time

	15
	250
	CWE
	O
	
	
	1908
	Specimen Handling Code (Change proposal 632)

	16
	2
	ID
	O
	
	
	???
	Specimen Preference

	17
	4
	NM
	O
	
	
	???
	Preferred Specimen/Attribute Sequence ID


8.8.11.3 OM4-3   Container Description XE "Container description"    (TX)   00643

Definition:  This field contains the physical appearance, including color of tube tops, shape, and material composition (e.g., red-top glass tube).  This field repeats to accommodate all the possible specimen that will be allowed.  If a container is preferred, only that container should be messaged here with the alternate containers messaged in a repeat OM4 segment.
8.8.11.4 OM4-4   Container Volume XE "Container volume"    (NM)   00644
Definition:  :  This field indicates the capacity of the container.  This field repeats to accommodate all the possible specimen that will be allowed.  If a container is preferred, only that container should be messaged here with the alternate containers messaged in a repeat OM4 segment.
8.8.11.5 OM4-5   Container Units XE "Container units"    (CWE)   00645
Components:  <Identifier (ST)> ^ <Text (ST)> ^ <Name of Coding System (ID)> ^ <Alternate Identifier (ST)> ^ <Alternate Text (ST)> ^ <Name of Alternate Coding System (ID)> ^ <Coding System Version ID (ST)> ^ <Alternate Coding System Version ID (ST)> ^ <Original Text (ST)>

Definition:  This field contains the units of measure of the container volume.  If the units are ISO+ units, they should be recorded as single case abbreviations.  If the units are ANS+ or L (local), the units and the source code table must be recorded, except that in this case, component delimiters should be replaced by subcomponent delimiters.  For example, 1 indicates liters, whereas pt&&ANS+ indicates pints (ANSI units).  The default unit is milliliters (ml), which should be assumed if no units are reported.  This field repeats to accommodate all the possible specimen that will be allowed.  If a container is preferred, only that container units should be messaged here with the alternate containers messaged in a repeat OM4 segment.
8.8.11.6 OM4-6   Specimen XE "Specimen"    (CWE)   00646
Components:  <Identifier (ST)> ^ <Text (ST)> ^ <Name of Coding System (ID)> ^ <Alternate Identifier (ST)> ^ <Alternate Text (ST)> ^ <Name of Alternate Coding System (ID)> ^ <Coding System Version ID (ST)> ^ <Alternate Coding System Version ID (ST)> ^ <Original Text (ST)>

Definition:  This field reports the specimen as one of the specimen codes described in ASTM Table 14 of 1238-91.  If multiple kinds of specimen are associated with this observation (as in the case for a creatinine clearance), multiple segments may be included, one for each specimen type.  
8.8.11.7 OM4-7   Additive XE "Additive"    (CWE)   00647

Components:  <Identifier (ST)> ^ <Text (ST)> ^ <Name of Coding System (ID)> ^ <Alternate Identifier (ST)> ^ <Alternate Text (ST)> ^ <Name of Alternate Coding System (ID)> ^ <Coding System Version ID (ST)> ^ <Alternate Coding System Version ID (ST)> ^ <Original Text (ST)>

Definition:  This field contains the codes that should be those provided by NCCLS
. Refer to HL7 table 0371 - Additive/Preservative for valid values.  The table’s values are taken from NCCLS AUTO4. The value set can be extended with user specific values.

This table was not specified in previous versions and thus sites may choose to use other site-specific tables.  
8.8.11.16 OM4-16   Specimen Preference (ID)   ???
Definition:  This field indicates whether the Specimen/Attribues are Preferred or alternate for collection of the specimen.  There can only be one occurrence of a Preferred or Alternate Specimen/Attribute for the code referenced in OM4-6 Specimen.  For example, if two OM4 segments are received for specimen type of Serum, only one can be marked as Preferred. Proposed valid values are:
User Table ???? – Preferred Specimen/Attribute Status

	Value
	Description
	Comment

	P
	Preferred
	This specimen is Preferred for all attributes (Container and Additive) identified in the OM4 segment.

	A
	Alternate
	This is a specimen that is acceptable as a replacement for a preferred specimen.  In the following field (OM4-17), the sequence number of the preferred specimen must be messaged.


8.8.11.17 OM4-17   Preferred Specimen/Attribute Sequence ID (NM)   ???
Definition:  This field contains the value of the sequence number of the Preferred Specimen that these specimens are the alternative. 
Example: 

Preferred specimen 

OM4|0001||Tiger Top|… to field16|Y|| 

OM4|0002||Plastic Screw Top|0.5|mL|Urine|without 6N HCI| … to field16|Y||

Alternate specimen 
OM4|0003||Red Top|… to field16|A|0001|
Note: For the preferred specimen, OM4-17 (Preferred Specimen/Attribute Sequence ID) the preferred specimen will not populate this field.  This field is used by the Alternate Specimen to point to the preferred specimen that it is to replace or be used as an alternative.
�	NCCLS Document H1-A3: Evacuated tubes for blood specimen collection -- Third Edition, Volume 11, Number 9, Approved standard. July 1991.





