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	Stephen Chu
	NEHTA

	Ian Bull
	Australia

	Carolyn Sizle
	Academy of Nutrition and Dietetics



Agenda for December 20, 2011
1. Review and approve minutes from December 6
1. Andre Boudreau will present Canadian workgroup meeting outcome on Allergy topic
1. Review proposed document to request extension of DSTU ballot.
1. DSTU questionnaire – review proposed document 
1. Stakeholder questionnaire
1. Glossary
1. CCD Question
1. Plan agenda for WGM allergy topic session
1. Any other business

Minutes – Approved minutes from the December 6th 2011 meeting as written.

Presentation by Andre Boudreau on Canadian standards for allergies 


A copy of Andre’s slides with Stephen Chu’s comments:  

This presentation represents key concepts in the allergy domain.  Concepts are pan-Canadian and largely driven by the pharmacy community.  The main concept (parent) is “Adverse Sensitivity to Agent”.  Actual exposure would be an adverse reaction but often the actual reaction may not be known.   Andre noted that at the current time, the ‘Shared Health Record” implementation guide and the “Pharmacy Implementation Guide” do not align.

· Adverse sensitivity to agent (currently called uncategorized intolerance) – “A sensitivity to an agent or substance or category of substances, such that exposure to it is likely to result in an adverse reaction AND where it has not been possible to determine whether the sensitivity is of the allergic type or not.”   This is a patient condition.
· There are two points of entry to this model; as an adverse reaction (present) or as a condition (observed at some time).
· The proposed definition of an allergy is: “An immunological hypersensitivity to one or several defined antigens, called allergens, resulting in a marked increase in adverse reactivity to that antigen upon subsequent exposure, sometimes resulting in harmful immunologic consequences”.    This is an adverse sensitivity to an agent.
· The slides share a number of other definitions as per the Canadian model.
The group then discussed the presentation.  The following discussion points were noted:
· In practice, majority of physicians (and patients) do not make a distinction between allergy and intolerance
· The term ‘allergy’ is used to cover all cases
· Intermountain Healthcare has merged allergy-intolerance together 
· Findings today indicate that most critical / fatal situations are not due to immunological factors: other mechanisms are at play
· E.g. aspirin sensitivity, radio contrast media sensitivity
· The key term is criticality, from a clinical perspective
· This is different from severity
· Yes, both allergy and intolerance are conditions
· Adverse reactions are circumstantial 
· We have to be careful with definitions. Research has brought new knowledge since the 1960’s (Gell and Coombs model)
· Review ‘allergy’, ‘anaphylaxis’
· The proposed parent concept ‘Adverse sensitivity to agent’ is good
· Definition of ‘Adverse Reaction to Health Product’: ‘noxious’ seems redundant
· An adverse event is not a synonym of adverse reaction
Post meeting notes from Russ Leftwich – Allergy SME:
· I would say some life threatening reactions are non-immunologic, probably not most.  But, the point is "intolerance" does not equate to benign. 
· I would offer the example of severity vs. criticality:  a severe vomiting reaction has low criticality, but a severe anaphylactic reaction, high criticality.
· Gell and Coombs Classification is a classification system of different types of immunologic reactions (originally 4, now 6) but is not a model.  It is still accurate, but fails to classify all non-immunologic reactions and there may be more than the 6 types of immunologic reactions.  Some reactions were thought to be immunologic that are now known to have other mechanisms.  Aspirin sensitivity for example, until the 1980's was thought to be an allergic reaction equivalent to penicillin sensitivity.  It is now known to be related to the mechanism of action of aspirin (inhibition of the cyclooxygenase enzyme) and other chemically dissimilar compounds which have the same mechanism of action, such as ibuprofen, produce the same reaction in the same individuals.  The symptoms of a reaction to aspirin or ibuprofen are indistinguishable from a generalized immediate hypersensitivity (anaphylaxis) but the mechanism is different.  
DSTU Extension Request
Elaine reviewed the current draft of the extension request.  No further comments provided.
DSTU Implementation Survey
Elaine presented the current proposed survey.  Andre noted that in its’ current form it would be difficult for implementers to respond.  Additional information on why the survey is necessary, some additional background on the needs of the HL7 Patient Care Allergy Work Group and how the survey data will be used was suggested.  It was also suggested that a question be added on the relationship of the current DSTU model to the respondents’ current implementation with an emphasis on criticality, as well as the ability to cite the critical elements for their organization.  Also, it was suggested that a question be added regarding issues related to not implementing the standards – if not, why not.    Elaine will continue to work on this survey.
The group discussed who should receive this survey – it was suggested that it be distributed to the head of each HL7 delegation by country.  
Glossary – Stephen has provided comments to Andre.  A presentation can be made on January 3rd.
Russ noted that he had given a presentation to a group on Massachusetts on allergies and intolerances.  He offered to share his slides at the next meeting.
San Antonio Work Group Meeting – the agenda requires development for the Wednesday, Q4 session.
Agenda for January 3, 2012
1. Review and approval of minutes from the December 20th meeting.
2. Russ Leftwich – presentation on allergies and intolerances from the allergists view.
3. Andre – current status of the glossary
4. Agenda for San Antonio Working Group Meeting
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Allergy/Intolerance/Adverse Reaction Concepts
Presentation to HL7 Patient Care WG 
Draft Recommendations for Canadian Standards (being discussed)
NB: HL7 meeting discussion notes are included on slide 21. Post meeting notes from Russ are included as page 22.

André Boudreau, Chair, Canadian Individual Care Standards Collaborative Working Group (SCWG) No. 2



a.boudreau@boroan.ca / 450-996-0590

2011-12-20- updated





Presented by



Page ‹#›

Presented by Francis Lau





Objectives and Contents

Present current Canadian set of concepts and definitions being considered for Allergy / Intolerance / Adverse Reaction



Contents

Background

Key concepts and definitions- draft recommendations

Note: Canadian specific contents (e.g. impact of changes on current documentation) have been removed to lighten this material

Discussion Notes from Presentation to HL7 PCWG

Appendix: current data model
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Background

Major Canadian Needs Surfaced, based on existing pan Canadian standards (PCS) and implementations - Fall 2010 Standards Partnership 

Standards need to address clinical business needs of the major stakeholders in Canada

Standards should be based on solid information model and definitions for core concepts

Terminology and value sets need to be adjusted to meet business needs

PCS need to be updated (e.g. MTW-Master terminology Worksheet, SHR- Shared Health record, Medication Management IG-Implementation Guide, etc.)

Major proposals made at the Fall 2011 Fall Partnership, based on broad glossary research. Consensus obtained on some aspects

Over 35 participants in the discussion, many clinicians (MDs, RN, etc.)

There was general agreement that there are 2 major entry points for care situations: 

Reaction is being observed or has been observed

E.g. Mother arrives at ER, bringing her kid with adverse reaction

Start with adverse reaction observed

A condition is communicated (by person)

E.g. Mother arrives at immunization center and is asked if kid is allergic to XYZ

Start with condition (i.e. Allergy or intolerance)

New proposal made on 2011-12-19 with next discussion planned for 2012-01-16

Involvement of various WGs: individual care, population health, secondary use/health system use, medication management, and terminology services
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Key Concepts and Definitions

Draft Recommendations
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Current Main Concepts to Address

Uncategorized intolerance (Current parent concept)

Allergy

Intolerance

Event

Adverse Event

Adverse Effect

Adverse Reaction (AR)

Adverse Drug Reaction (ADR)

Allergen

Contraindication

Relative contraindication
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Stephen Chu (SC) - "Adverse Effect" is outcome of adverse event and not a subtype of adverse event.
"Adverse medical event" is a subtype of adverse event.

Stephen Chu (SC) - This appear to suggest that "Adverse drug reaction" is the only subtype of "Adverse Reaction"
There are several subtypes:
- "adverse drug reactions"
- "adverse food reactions"
- "adverse reactions to environment agents"

Stephen Chu (SC) - The subtypes of "contraindication" include:
- relative contraindication
- absolute contraindication

Stephen Chu (SC) - It is semantically more accurate to organise the hierarchy as follows:

Adverse sensitivity [or Allergy/Inolerance] (as head/parent concept)
- uncategorized allergy/intolerance
- allergy
- intolerance

(allergy is not a subtype of intolerance)

Parent Concept Proposal 
(currently ‘Uncategorized Intolerance’)

Proposed Parent Concept

Adverse sensitivity to agent

New definition proposed

A sensitivity to an agent or substance or category of substances, such that exposure to it is likely to result in an adverse reaction AND where it has not been possible to determine whether the sensitivity is of the allergic type or not. 

IS A: patient condition 
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Parent Concept – Background Notes

Alternative term could be: Sensitivity to agent (or substance), or Propensity to adverse reactions to substance (SNOMED CT)

The primary concern should be for patient safety

Both terms (sensitivity and propensity) have pros and cons

Both terms (agent and substance) have pros and cons 

Post Partnership notes- definitions from http://dictionary.com 

Agent: a natural force or object producing or used for obtaining specific results; an active cause; an efficient cause.

Substance: a species of matter of definite chemical composition; the actual matter of a thing

Propensity: a natural inclination or tendency or disposition

Sensitivity: in physiology: a. the ability of an organism or part of an organism to react to stimuli; irritability. b. degree of susceptibility to stimulation. 
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Allergy - Proposal

Definition

An immunological hypersensitivity to one or several defined antigens, called allergens, resulting in a marked increase in adverse reactivity to that antigen upon subsequent exposure, sometimes resulting in harmful immunologic consequences

IS A: adverse sensitivity to agent
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Allergy – Discussion Notes

Source(s)

PHYSIOPATHOLOGY OF ALLERGY, by  Charles PILETTE, MD, Pneumology Department, St-Luc University Hospital and Pneumology Unit, University of Louvain (UCL), Brussels - Belgium. © UCB IOA and Prof. Dr. C. Pilette – May 2008 

Definition from source

An immunological hypersensitivity to one or several defined antigens, called allergens, which trigger symptoms in the skin, the upper or lower airways, or the oral and digestive mucosae upon exposure, according to the mechanisms and the target organ(s) involved.
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Intolerance - Proposal

Definition

Adverse sensitivity caused by a mechanism other than an immunologic over-response

IS A: adverse sensitivity to agent
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Intolerance – Discussion Notes

Clinical behavior will not differ for allergy or intolerance

Allergy is a subset of intolerance

There are no differences from a modeling perspective

Definition should not use ‘intolerance’ and should not use a negative

Allergy presents higher health risk than intolerance

Intolerance has variability vs allergy

The behavior of the clinician will be different in the case of allergy vs intolerance

This should not be confused with patient preferences

Allergy and intolerance are both related to risks to patient

Allergy and intolerance are distinct concepts: both are needed

Source(s)

http://medical-dictionary.thefreedictionary.com/intolerance

Definition

Inability to withstand or consume; inability to absorb or metabolize nutrients

Note: Key words used in definitions of specific intolerances: disorder, defect, deficiency, inability to.
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Stephen Chu (SC) - Allergy is not a subet of intolerance. The patho-physiological mechanisms are different

Stephen Chu (SC) - It is inaccurate to assert that "clinical behavior will not differ for allergy or intolerance".
The issue is initial (espeically quick) clinical assessment does not enable clear distinction between allergy or intolerance

Stephen Chu (SC) - not sure what this means

Stephen Chu (SC) - not sure what this means

Stephen Chu (SC) - not sure what this means

Distinction between allergy and intolerance is important both clinically and academically as the treatments of the conditions are different. 
However, clinically there is often very difficult to differentiate between allergy and intolerance, especially during initial quick assessments. 

Stephen Chu (SC) - not sure what that means

Adverse Event - Proposal

Definition*

Any unfavorable and unintended sign, symptom, disease, or other medical occurrence with a temporal association with the use of a medical product, procedure or other therapy, or in conjunction with a research study, regardless of causal relationship.

Is A: event



* Source(s)

BRIDG 3.0.3 Comprehensive Domain Analysis Model - Static Elements Report- BRIDG Semantic Coordination Committee, CDISC

NCI/NIH USA (Common Terminology Criteria for Adverse Events (CTCAE) )
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Adverse Reaction

SUGGEST: use definition of Adverse Event



IS A: event
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Adverse Drug Reaction

Recommendation: use Adverse Reaction to Health Product (ADHP)
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Adverse Reaction to Health Product (ADHP)- Proposal

Source(s)

Health Canada Regulations

Name modified: was ‘Adverse Reaction’

Add WHO reference also??

Definition

Noxious (harmful or injurious to health or physical well-being) and unintended response to health products

Health products include both prescription and non-prescription medications; natural health products; biologically derived products such as therapeutic or diagnostic vaccines and fractionated blood products; cells, tissues and organs; radiopharmaceuticals; and disinfectants and sanitizers with disinfectant claims.

IS A: adverse event
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Allergen

Definition

An antigenic substance capable of producing immediate hypersensitivity (allergy)

Source(s)

http://medical-dictionary.thefreedictionary.com/allergen. The Free Dictionary by Fairfax∕ Medical Dictionary

IS A: substance
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Other Related Concepts -1

Contraindication

Something (as a symptom or condition) that makes a particular treatment or procedure inadvisable 

Merriam-Webster's Medical Dictionary, © 2007 Merriam-Webster, Inc. 

A factor that renders the administration of a drug or the carrying out of a medical procedure inadvisable. 

The American Heritage® Stedman's Medical Dictionary, 2002

Discussion 2011-12-19: combine both? Add agent to first definition?

Relative contraindication

A contraindication may be absolute or relative

A relative contraindication is a condition which makes a particular treatment or procedure somewhat inadvisable but does not rule it out. 

MedicineNet.com: http://www.medterms.com/script/main/art.asp?articlekey=17824
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Other Related Concepts -2

Adverse effect: Discussion: link to adverse event definition, but similar to symptoms

A harmful or abnormal result. An adverse effect may be caused by administration of a medication or by exposure to a chemical and be indicated by an untoward result such as by illness or death.

MedicineNet.com: http://www.medterms.com/script/main/art.asp?articlekey=12073

Hypersensitivity: Discussion: should this be a layer between allergy and the parent, or a synonym?

Hypersensitivity (also called hypersensitivity reaction) refers to undesirable reactions produced by the normal immune system, including allergies and autoimmunity. These reactions may be damaging, uncomfortable, or occasionally fatal. Hypersensitivity reactions require a pre-sensitized (immune) state of the host.

Wikipedia: http://en.wikipedia.org/wiki/Hypersensitivity

Includes ref to Gell PGH, Coombs RRA, eds. Clinical Aspects of Immunology. 1st ed. Oxford, England: Blackwell; 1963

Immediate hypersensitivity: hypersensitivity in which exposure to an antigen produces an immediate or almost immediate reaction

Merriam-Webster Medical: http://mw4.m-w.com/medical/hypersensitivity

Have a diagram to help connect all the concepts
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Other Related Concepts -3

Anaphylaxis (severe allergic reaction)

Hypersensitivity (as to foreign proteins or drugs) resulting from sensitization following prior contact with the causative agent 

Merriam-Webster's Medical Dictionary, © 2007 Merriam-Webster, Inc. 

Anaphylaxis refers to a rapidly developing and serious allergic reaction that affects a number of different body systems at one time

MedicineNet.com: http://www.medicinenet.com/anaphylaxis/article.htm

Discussion 2011-12-19: include death? Implies shock. To be researched a bit more…
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Discussion Notes from Presentation to HL7 PCWG

2011-12-20
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HL7 PCWG Discussion Notes 2011-12-20

In practice, majority of physicians (and patients) do not make a distinction between allergy and intolerance

The term ‘allergy’ is used to cover all cases

Intermountain Healthcare has merged allergy-intolerance together

Findings today indicate that most critical / fatal situations are not due to immunological factors: other mechanisms are at play

E.g. aspirin sensitivity, radio contrast media sensitivity

The key term is criticality, from a clinical perspective

This is different from severity

Yes, both allergy and intolerance are conditions

Adverse reactions are circumstancial

We have to be careful with definitions. Research has brought new knowledge since the 1960’s (Gell and Coombs model)

Review ‘allergy’, ‘anaphylaxis’

The proposed parent concept ‘Adverse sensitivity to agent’ is good

Definition of ‘Adverse Reaction to Health Product’: ‘noxious’ seems redundant

An adverse event is not a synonym of adverse reaction
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Stephen Chu (SC) - Physcians do attempt to make a differentiation, but it is difficult to do so with initial quick assessments

Stephen Chu (SC) - it is a "misuse" rather than "used to"

Stephen Chu (SC) - Intermountain "creates" a parent concept of:
"allergy/intolerance" ( it is an "or" situation; not a "merge")

Stephen Chu (SC) - not sure what this means

Post Meeting Notes from Russ*

I would say some life threatening reactions are non-immunologic, probably not most.  But, the point is "intolerance" does not equate to benign. 

I would offer the example of severity vs. criticality:  a severe vomiting reaction has low criticality, but a severe anaphylactic reaction, high criticality.

Gell and Coombs Classification is a classification system of different types of immunologic reactions (originally 4, now 6) but is not a model.  It is still accurate, but fails to classify all non-immunologic reactions and there may be more than the 6 types of immunologic reactions.  Some reactions were thought to be immunologic that are now known to have other mechanisms.  Aspirin sensitivity for example, until the 1980's was thought to be an allergic reaction equivalent to penicillin sensitivity.  It is now known to be related to the mechanism of action of aspirin (inhibition of the cyclooxygenase enzyme) and other chemically dissimilar compounds which have the same mechanism of action, such as ibuprofen, produce the same reaction in the same individuals.  The symptoms of a reaction to aspirin or ibuprofen are indistinguishable from a generalized immediate hypersensitivity (anaphylaxis) but the mechanism is different.  


* Russell B. Leftwich, M.D.,  FAAAAI - Fellow of the American Academy of Allergy, Asthma, & Immunology. 

Chief Medical Informatics Officer, Office of eHealth Initiatives, State of Tennessee 
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Appendix

Other Material
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Current Allergy/Intolerance Data Model

Source uncertain.
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