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SUMMARY RECOMMENDATION

Proposal received as a part of draft for comments states that Harmonization erred in adopting Act.actionNegationInd in place of (and deprecating) Act.negationInd. The comment reconciliation meeting found this non-persuasive, but agreed to have the action discussed during the February 2009 Harmonization conference call. 
VOCABULARY OBJECTS CHANGE SUMMARY
N/A
	Abbrev.
	Description
	# to add
	# to remove
	# to change

	D
	Concept Domains
	
	
	

	S
	Code Systems
	
	
	

	C
	Concept Codes in a Code System
	
	
	

	V
	Value Sets
	
	
	

	B
	Context Bindings
	
	
	


	POSITION OF CONCERNED ORGANIZATIONS:



	ORG
	RECOMMENDATION APPROVAL STATUS
	AFFECTED ELEMENTS OF INTEREST TO ORG

	M&M
	Not Persuasive
	Received as Ballot reconciliation comment, and agreed to submission of Harmonization proposal with a recommendation to “Disapprove”

	
	
	

	
	
	

	
	
	


ISSUE:

Ballot Reviwer: Act.actionNegation has the same meaning as the deprecated Act.negationInd: negating the Act.code's existence (not Observation.value or any other attribute). While the addition of Observation.valueNegationInd is resolving existing issues regarding the misuse of the Act.negationInd, deprecating this attribute causes backwards compatibility probems without any real benefit. This change would be detrimental to early adopter and increase the perceived risk of adopting V3.
This new attribute is duplicating the meaning of the current Act.negationInd.
Reconciliation Response: This argument was considered in detail in Harmonization.  The Harmonization Meeting voted that we could NOT safely retain the negationInd, and it is for this reason that actionNegationInd with a DIFFERENT definition was approved.  The two definitons are NOT the same.

CURRENT STATE:

The current RIM lists Act.negationInd as deprecated and replaced it with a combination of Act.actionNegationInd and Observation.valueNegationInd.

The definition of Act.actionNegationInd is:

Definition: 
An indicator specifying that the Act statement is a negation of the Act in Event mood as described by the descriptive attributes.

UsageNotes:
The actionNegationInd works as a negative existence quantifier on the actual, intended or described Act event. In Event mood, it indicates the defined act did not occur. In Intent mood, it indicates the defined act is not intended/desired to occur. In Criterion mood, it indicates that the condition is based on the non-occurrence of the event. It is nonsensical to have a negationInd of true for acts with a mood of definition. 

The actionNegationInd negates the Act as described by the descriptive properties (including Act.code, Act.effectiveTime, Observation.value, Act.doseQty, etc.) and any of its components. The record characteristic properties such as Act.id, Act.moodCode, Act.confidentialityCode, and particularly the Author-Participation are not negated. These record characteristic properties always have the same meaning: i.e., the author remains to be the author of the negative observation. Also, most ActRelationships (except for components) are not included in the negation. Refer to the attribute isRecordCharacteristic property and the ActRelationshipType and ParticipationType code system isRecordCharacteristic properties for specific guidance. 

For example, a highly confidential order written by Dr. Jones, to explicitly not give "succinyl choline" for the "reason" (ActRelationship) of a history of malignant hyperthermia (Observation) negates the descriptive properties "give succinyl choline" (Act.code), but it is still positively an order and written by Dr. Jones and for patient John Smith, and the reason for this order is the patient's history of malignant hyperthermia. 

However, additional detail in descriptive attributes will be part of the negation which then limits the effectiveness of the negated statement. For example, had the order "not to give a substance" included a doseQuantity, it would mean that the substance should not be given at that particular dose (but any other dose might still be O.K.). 

An act statement with actionNegationInd is still a statement about the specific fact described by the Act. For instance, a negated "patient had an appendectomy on July 1" means that the author positively denies that appendectomy occurred on July 1, and that he takes the same responsibility for such statement and the same requirement to have evidence for such statement than if he had not used negation. Conversely, the action negation indicator does not just negate that the fact was affirmed or that the statement had been made. This holds for all moods in the same way, e.g., a negated order is an order not to do the described act, not just the lapidary statement that there is no such order. Such lapidary statements are handled by negating the control act that created the subject act. I.e. "An order of this type (DEFN mood) with an author of Dr. Smith was not created." 

Note that for Observations, actionNegationInd indicates that the act itself did not occur. I.e. no observation took place. To indicate that an observation did occur but the finding was negative, use Observation.valueNegationInd. 

Examples:
When used with event mood, allows communicating "Surgery was not performed" or "Consent was not given". When used in order mood, allows communicating "Do not administer this substance". When used in EVN.CRIT mood allows you to say "If the patient is not admitted . . ." 

The definition of Act.negationInd is:
Definition: 
An indication that the Act statement is a negation of the Act as described by the descriptive attributes.

UsageNotes:
The negationInd works as a negative existence quantifier. This is best explained on Acts in criterion mood, and then translates into all other moods. In criterion mood without negation, one usually only specifies a few critical attributes and relationships (features) of an Act, i.e., only those that are needed to test the criterion. The more features one specifies, the more constrained (specific) is the criterion. For example, to test for "systolic blood pressure of 90-100 mm Hg," one would use only the descriptive attributes Act.code (for systolic blood pressure) and Observation.value (for 90-100 mm Hg). If one would also specify an effectiveTime, i.e., for "yesterday," the criterion would be more constrained. If the negationInd is true for the above criterion, then the meaning of the test is whether a systolic blood pressure of 90-100 mm Hg yesterday does not exist (independent of whether any blood pressure was measured). 

The negationInd negates the Act as described by the descriptive properties (including Act.code, Act.effectiveTime, Observation.value, Act.doseQty, etc.) and any of its components. The inert properties such as Act.id, Act.moodCode, Act.confidentialityCode, and particularly the Author-Participation are not negated. These inert properties always have the same meaning: i.e., the author remains to be the author of the negative observation. Of ActRelationships , only components are included in the negation. 

For example, a highly confidential order written by Dr. Jones, to explicitly not give "succinyl choline" for the "reason" (ActRelationship) of a history of malignant hyperthermia (Observation) negates the descriptive properties "give succinyl choline" (Act.code), but it is still positively an order and written by Dr. Jones and for patient John Smith, and the reason for this order is the patient's history of malignant hyperthermia. 

However, additional detail in descriptive attributes will limit the effective scope of the negation. For example, had the order not to give a substance included a doseQuantity, it would mean that the substance should not be given at that particular dose, but does not prohibit medication at any other dose. 

An act statement with negationInd is still a statement about the specific fact described by the Act. For instance, a negated "finding of wheezing on July 1" means that the author positively denies that there was wheezing on July 1, and that he takes the same responsibility for such statement and the same requirement to have evidence for such statement than if he had not used negation. Conversely, negationInd does not just negate that the fact was affirmed or that the statement had been made. This holds for all moods in the same way, e.g., a negated order is an order not to do the described act, not just a statement that there is no such order. 

Examples:
Used with an Observation event, it allows one to say "patient has NO chest pain." With an Observation criterion it negates the criterion analogously, e.g., "if patient has NO chest pain for 3 days ...," or "if systolic blood pressure is not within 90-100 mm Hg ..." 

Comments from previous Harmonization:

The balloter is worried about impact on pre-adopted material.  It is precisely these pre-adopted artifacts that led the earlier Harmonization Meeting to deprecate the existing attribute.  There are indeed designs out there that use negationInd, and, unfortunately, many use it incorrectly.  Note that the only example contained in the previous description (above) is wrong!  The decision to deprecate rather than redefine negationInd was undertaken to require existing designs to rethink their use of these attributes.  Leaving the old attribute in place with different semantics will not force a review of these artifacts, and will allow incorrect designs and usage to persist. 
OPTIONS CONSIDERED:

RATIONALE:

RECOMMENDATION DETAILS:

See issue discussion above.
DISCUSSION:

Agreed to during Ballot reconciliation by M&M
ACTION ITEMS:

Recommend DISAPPROVE.
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