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1 Executive Summary
The allergy service will provide the functionality required to retrieve a list of allergies for a patient.  In the current iteration of this document, only the query functionality will be specified.  This functionality will be made available through the implementation the QRL pattern.
1.1 Service Description and Purpose

The purpose of the allergy service is to provide a mechanism to allow Electronic Health Record (EHR) Systems to retrieve a list of allergies for a patient in a consistent way.  The Allergy Service is considered part of the clinical service layer within caCIS.
The allergy service will initially provide the functionality required to:
· Retrieve an allergy list using Patient Identifier;

· Register and manage an allergy list within the allergy service;

· Retrieve the relevant semantic signifiers for the allergy service.

The Allergy service is intended to implement a standards compliant service specification exposing interfaces to core capabilities needed by the Health Care organizations to facilitate the business process of retrieving a patient’s allergies.  
[To Do]

Give a brief description of the service and its purpose in business terms. Analysis task
1.2 Scope

It is envisioned that the Allergy Service will provide the functionality required by an EHR system to retrieve the allergy information for a patient.  Further, this functionality willThe responsibility of the actual service is defined by the following items.
	Items
	Scope / Out of Scope
	Source

	Provide the ability to and retrieve a list of allergies using a query by parameter pattern.
	In scope
	QRL Pattern

	Provide the ability to register an allergy list for a patient with the allergy service.
	In scope
	QRL Pattern

	Provide the ability to retrieve the semantic detail for the allergy service
	In scope
	QRL Pattern


For this iteration of the document only the query, retrieve and locate (QRL) functional profiles are defined.  Additional functional profiles may need to be added as the Service becomes more fully understood.
1.2.1 Out of Scope
The following is currently explicitly out of scope.

· Initial creation of the allergy list.   This is assumed to be the responsibility of the Source EHR system.

· Updating and maintaining the Allergy List.  This is assumed to be the responsibility of the Source EHR system.
· Identification and resolution of the patient.  This is assumed to be the responsibility of the Patient Registry.

1.3 The reason why the service is necessary

The Allergy Service is considered part of the Clinical Service Layer of caCIS.  As such the service defines information/functionality that the caCIS is dependent on the clinical systems to provide.

The Document Exchange Service – which is one of the core services used within caCIS to assemble and share information – is dependent on the clinical services like the Allergy Service.   

2 Business Storyboards

Business storyboards have not yet been identified by the analysis team.
They will need to be added at a later date.

[To Do]

Business storyboards have not yet been identified by the analysis team..
2.1 Use Cases 
No use cases have been identified by the Analysis Team at this time.  For the interim, the following use case / storyboard has been identified.

2.1.1 Retrieve Allergy List for inclusion in a CDA document

This use case involves the EHR system retrieving an Allergy List from caCIS.

Steps:

1. System user requests the creation of a CDA for some purpose.  This may be for inclusion in a Referral request or other structured document. (out of scope for this service, it is included for context)
2. The System user would resolve the patient to a unique patient id. (out of scope for this service, it is included for context)

3. The EHR system requests retrieval of the allergy list from the service.

4. The service returns the allergy list.
5. The EHR system would incorporate the allergy list into the CDA document.
[To Do]

This use case may be replaced by those generated by the analysis team..
2.2 Activity Diagrams

2.2.1 Primary Actors

As the analysis work is not yet completed for the allergy service, there are no actors identified.  For the purposes of the initial allergy service specifications, it is assumed that the only actors involved would be the system requesting the allergy list.  This would likely be a system or service creating a clinical document in which an allergy list is required.

[To Do ]

Provide listing of all the actors that are used in the storyboards below. 
2.2.1.1 People Actors

No people actors are envisioned at this point in time.  This may change following analysis work on the allergy service.
[ToDo]

Provide listing of the Persons that participate in the storyboards below. 
	Name
	Role
	Notes

	n/a
	
	No person actors have been identified.


2.2.1.2 System Actors
The system actors involved in the allergy service include:

The ability for other systems to call the allergy service may be added at a later time.
	Name
	Notes

	Source EHR System
	EHR system requesting an allergy list.

	caCIS System
	caCIS compliant system providing the Allergy Service.


3 Structure of the Service 

3.1 Organization
The following logical functional profiles are currently defined for the Allergy Service.

· A query functional profile that provides the functionality to locate  and retrieve an allergy list based on parameter type query. 
· A reflective functional profile that provides a self describing information model of the associated queries and resources.
· A resource registration functional profile that provides the ability to manage lists of resources with various trading partners.
Note: These functional profiles are based on the QRL pattern and described in the Query Retrieve & Locate Conceptual Service Specification.
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3.2 Assumptions and Dependencies

The following table describes the currently known assumptions.
	Assumption
	Affects
	Source

	It is assumed that the allergy service will be used to provide patient allergy information for inclusion into clinical documents and other similar documents.
	
	

	There is currently no requirement identified to update the allergy information through the allergy service.
	Allergy information will only be updated through the source EHR System.
	

	
	
	


The following table describes the currently known dependencies.
	Dependencies
	Comments
	Source

	Security service
	Required to provide appropriate authentication and authorization checks.  General access and control requirements that are detailed within the security architecture will not be repeated within this specification.  Only those security requirements that are unique to the specification will be documented.
	Security Architecture

	Terminology service
	Required to provide the representation of standard code systems and value sets and the mapping of local code systems to standard code systems.
	Terminology Service

	Patient Registry Service
	A Patient Registry Service is required to resolve the various patient identifiers and uniquely identify the required patient.
	Patient Registry Service Specification

	Additional dependencies will need to be identified as the analysis work is completed.
	
	


3.3 Implementation Considerations

The allergy service could be implemented either based on a registry model, or repository model.  Other approaches may be possible.  The following, discusses two approaches for illustrative purposes.

If the system implementing the allergy service is based on a registry, it would not actually store the allergy lists.  But rather, would store the information required to locate and retrieve the Allergy list information.   In essence it would know of the allergy list, and key information required to locate the appropriate allergy list.  The actual allergy list would be retained by the source systems.

Alternately the system implementing the allergy service could be based on a repository.  In this case the system would need to retain both the allergy list and the information about the source of the allergy list.  Synchronizing the systems to ensure the Allergy list is current, could be accomplished a number of ways, and is beyond the scope of this document. 
4 Detailed Functional Model
4.1 Summary of the Service Functions
The following capabilities are currently defined for the allergy service.  It is expected additional capabilities will be defined later.
	Name
	Description

	MERGEFIELD Meth.StaticMeth.ConstRetrieve Allergy List 


	This function will return an allergy list for the patient identifier provided.

	Create Allergy List Entry
	This function is used to register a patient’s list of allergies within the caCIS system.

	Update Allergy List Entry
	This function is used to update the registration of a patient’s list of allergies within the caCIS system.

	Delete Allergy List Entry
	This function is used to remove the registration of a patient’s list of allergies from the caCIS system.

	List Semantic Signifiers
	This function returns a list of the semantic signifiers supported by the service.

	MERGEFIELD Meth.StaticMeth.ConstList Semantic Signifiers for Patient
	This function returns a list of semantics signifiers for a specific allergy list based on the patient identifier.

	Retrieve Semantic Signifier
	This function will return the formal model used to describe the allergy list based on the signifier identifier or template id.


4.2 Detail of the Capabilities
4.2.1 Retrieve Allergy List

	Name [M]
	Retrieve Allergy List

	Description [M]
	Returns a specific allergy list based on the patient identifier provided.

	Pre-Conditions [M]
	The allergy list must have previously been registered.

	Security Pre-Conditions [M]
	None

	Inputs [M]
	Patient Identifier

	Outputs [M]
	Allergy List

	Post-Conditions [O]
	The requester is provided with an allergy list that matches the patient identifier provided.

	Exception Conditions [M]
	Invalid Patient Identifier provided

	Aspects left for Technical Bindings [O]
	

	Notes [O]
	


4.2.2 Create Allergy List Entry
	Name [M]
	Create Allergy List Entry

	Description [M]
	Allows a patient’s allergy list to be registered with in the caCIS system. 

	Pre-Conditions [M]
	An allergy list must have previously been created for a patient within the source EHR system.

	Security Pre-Conditions [M]
	None

	Inputs [M]
	Patient Identifier
Allergy List

	Outputs [M]
	Boolean

	Post-Conditions [O]
	The allergy list is registered within the caCIS system for the specific patient.

	Exception Conditions [M]
	Allergy List already exists for Patient Identifier

	Aspects left for Technical Bindings [O]
	

	Notes [O]
	


4.2.3 Update Allergy List Entry
	Name [M]
	Update Allergy List Entry

	Description [M]
	Allows a patient’s allergy list registration to be updated with in the caCIS system. 

	Pre-Conditions [M]
	An allergy list must have previously been registered for a patient.

	Security Pre-Conditions [M]
	None

	Inputs [M]
	Patient Identifier

Allergy List

	Outputs [M]
	Boolean

	Post-Conditions [O]
	The allergy list registration is updated within the caCIS system.

	Exception Conditions [M]
	No Allergy List registered for the Patient Identifier

	Aspects left for Technical Bindings [O]
	

	Notes [O]
	


4.2.4 Delete Allergy List
	Name [M]
	Delete Allergy List Entry

	Description [M]
	Allows a patient’s allergy list registration to be removed from the caCIS system. 

	Pre-Conditions [M]
	An allergy list must have been previously registered.

	Security Pre-Conditions [M]
	None

	Inputs [M]
	Patient Identifier

	Outputs [M]
	Boolean

	Post-Conditions [O]
	The allergy list registration is removed from the caCIS system.

	Exception Conditions [M]
	No allergy list exists for Patient Identifier

	Aspects left for Technical Bindings [O]
	

	Notes [O]
	


4.2.5 List Semantic Signifiers

	Name [M]
	List Semantic Signifiers

	Description [M]
	Returns a list of the supported semantics signifiers.

	Pre-Conditions [M]
	Semantic signifier must be previously defined.

	Security Pre-Conditions [M]
	None

	Inputs [M]
	

	Outputs [M]
	Resource Signifier Identifier List
Query Signifier Identifier List

	Post-Conditions [O]
	The requester is provided with a list of supported semantics signifiers.

	Exception Conditions [M]
	none

	Aspects left for Technical Bindings [O]
	

	Notes [O]
	


4.2.6 List Semantic Signifiers for Patient
	Name [M]
	List Semantic Signifiers for Patient

	Description [M]
	Returns a list of the supported semantics signifiers for a specific allergy list based on the Patient Identifier.

	Pre-Conditions [M]
	The specific allergy list must have previously been registered for the Patient Identifier.

	Security Pre-Conditions [M]
	None

	Inputs [M]
	Patient Identifier

	Outputs [M]
	Resource Signifier Identifier List

Query Signifier Identifier List

	Post-Conditions [O]
	The requester is provided with a list of supported semantics signifiers for the specific allergy list based on the Patient Identifier.

	Exception Conditions [M]
	No Allergy List registered for Patient Identifier

	Aspects left for Technical Bindings [O]
	

	Notes [O]
	


4.2.7 Retrieve Semantic Signifier

	Name [M]
	Retrieve Semantic Signifier



	Description [M]
	Returns the formal model for a specified Semantic Signifier Identifier.

	Pre-Conditions [M]
	Both the semantic signifier and the formal model must be previously defined.

	Security Pre-Conditions [M]
	None

	Inputs [M]
	Signifier Identifier

	Outputs [M]
	Semantic Signifier Formal Model

	Post-Conditions [O]
	The requester is provided with a formal description of the semantic signifier.

	Exception Conditions [M]
	Invalid Semantic Signifier Identifier

	Aspects left for Technical Bindings [O]
	

	Notes [O]
	


5 Profiles

5.1 Introduction

5.2 Functional Profiles
The following functional profiles have been identified for the Allergy service at this time.  They are base on the QRL pattern.  It is expected that additional function profiles will be identified as the analysis work progresses.

5.2.1 Resource Registration
This profile provides the operations required to register and manage allergy list resources within caCIS.
· Create Allergy List Entry
· Delete Allergy List Entry
· Update Allergy List Entry
5.2.2 Reflective
This profile provides the operations required to retrieve the semantic signifiers
· List Semantic Signifiers
· List Semantic Signifiers for Patient
· Retrieve Semantic Signifier 
5.2.3 Query by Parameter
This profile provides the operations required to locate and retrieve an allergy list base on the parameter type query.
· Retrieve Allergy List

· Retrieve Semantic Signifier 
5.3 Information Profiles

The Allergy Service is bound to the concepts represented in the caCIS extensions to the Biomedical Research Integrated Domain Group Model (BRIDG Model) (http://www.bridgmodel.org/).  Additional concepts present in the caCIS Information Model are based on the HL7 RIM Domain Models.  

The AllergyList is described in the following model from the caCIS information model.
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The AllergyList is a collection of either AllergyNegationObservation(s) and/or AllergyConcern(s).  The AllergyNegationObservation is used to record that the patient has indicated they have “No Know Allergy to:”.  In contrast an AllergyConcern can indicate that the patient is either allergic or not allergic, but the claim is based on an observation event.   An AllergyList exists for a unique patient that is uniquely described by the patient’s patient identifier.
6 System Interaction Details

6.1 System Interaction Details

[To Do] – This detail will be provided once the Analyst work on Allergies is complete
6.2 Implementation/Deployment Considerations

[To Do] – This detail will be provided once the Analyst work on Allergies is complete
	Implementation Considerations
	Impacts

	
	


7 Recommendations for Conformance and Compliance 
7.1 Conformance Assertions
· Implementations of the Allergy Service claim conformance to specific Functional Profiles of the service and need not support all profiles.

· The Allergy Service will use the information and semantics represented by the documented classes in the caCIS DAM, and thus, by inheritance, the HL7 RIM.

· [TODO: add statements here about performance / response time when non-functional requirements specify those]

· [TODO: add statements here about authentication and authorization once the security framework is elaborated]

· An Allergy Service in a specific deployment may provide additional functionality to that specified here.

[To Do – Additional detail will be provided once the Analyst work on Allergies is complete]

7.2 Recommendations for NCI Core Specification

[To Do – This detail will be provided once the Analyst work on Allergies is complete]

8 Appendix A - Relevant Standards

· BRIDG Model (http://www.bridgmodel.org) 

· HL7 RIM (http://www.hl7.org)

· HL7 Clinical Document Architecture (CDA)  Standards (https://www.hl7.org/implement/standards/cda.cfm):

· CDA Release 2

· Continuity of Care Document (CCD) Release 1

· Implementation Guide for CDA Release 2: Consultation Notes (U.S. Realm) Draft Standard for Trial Use Release 1

· ISO 21090 (https://wiki.nci.nih.gov/display/EAWiki/ISO+21090+Data+Types)

ASTM E2369 Standard Specification for Continuity of Care Record (CCR) 

9 Appendix B - Glossary  

A project glossary was created and is available at https://wiki.nci.nih.gov/display/caEHR/Glossary
Only those terms that are unique to this document will be defined here.  All other terms will be defined in the project glossary. 
	Term
	Description

	
	


10 Jira Ticket Log
	Ticket Number
	Logged for release
	Resolved in release

	ARCH-984
	RC2I3
	RC3I1

	ARCH-984
	RC2I3
	RC3I2

	ARCH0985
	RC2I3
	RC3I1

	
	
	


�Need to include in all QRL specs.
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