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	Rationale for Change:

In a document sharing environment like one specified in the MHDS profile, where there are central services from PMIR and mCSD to manage organizations, practitioners, and patients the requirement in MHD to use containment for elements like DocumentReference.author is unnecessary. The original XDS requirement was not as restricted as FHIR ‘contained’, but that was seen as the closest solution in FHIR. 
Since MHDS has proposed that an HIE Infrastructure would host PMIR and mCSD services, now references could be used. MHDS would like to relax this ‘contained’ requirement, allowing contained or referenced, so this CP is asking to create a named option for this relaxed constraint. This relaxed constraint would not be allowed with XDS-on-FHIR option.
Where there is an mCSD directory, DocmentReference.author, DocumentReference.authenticator, and DocumentManifest.author – all could be references to entries in that directory.
Where  PMIR is available, it would be unnecessary to include a contained DocumentReference.context.sourcePatientInfo.

In addition, where a PMIR is available, the DocumentReference.author and DocumentManifest.author could be a reference to a Patient managed in PIMR.

Note that DocumentReference.author and DocumentManifest.author can also be a FHIR Resource type “Device” and “RelatedPerson”. We have no IHE service solution to these, but there is no reason for us to require these be contained. Given that we are allowing both contained and referenced; we allow for these to be contained, or referenced. 

In the Volume 3 tables for mapping FHIR to XDS,  the “Note 1” would be changed to reflect that contained is required unless the UnContained option is declared.




EDITOR: Modify the existing closed issue as shown
· MHD_034: This version of MHD includes an “UnContained Reference Option” to enable use-cases where known references are managed over their lifecycle and thus contained is not helpful. This option identifies sourcePatientInfo, Authenticator, and Author resources as contained within the DocumentReference, and DocumentManifest. As FHIR defines ‘contained’ resources, these they have no existence outside of their containment and are carried only within the original resource in which they were contained. This works well to support the XDS method of revision on DocumentEntry and SubmissionSet. This presents a conflict with the XDS Affinity Domain-managed Patient identity. We need experience on how to resolve.
EDITOR: Update section 33.2 MHD Actor Options
33.2 MHD Actor Options

Options that may be selected for this Profile are listed in the Table 33.2-1 along with the actors to which they apply. Dependencies between options when applicable are specified in notes.

Table 33.2-1: MHD - Actors and Options

	Actor
	Options
	Reference

	Document Source
	Comprehensive Metadata
	Section 33.2.1

	
	UnContained Reference
	Section 33.2.3

	Document Recipient
	Comprehensive Metadata
	Section 33.2.1

	
	XDS on FHIR
	Section 33.2.2

	
	UnContained Reference
	Section 33.2.3

	Document Consumer
	UnContained Reference No options defined 
	Section 33.2.3- -

	Document Responder
	XDS on FHIR
	Section 33.2.2

	
	UnContained Reference
	Section 33.2.3


EDITOR: Add section 33.2.3 UnContained Reference Options
33.2.3 UnContained Reference Option
The UnContained Reference Option recognizes that a Community may choose to longitudinally maintain their mCSD provider directory and PMIR patient directory. When this longitudinal consistency is managed, then the author, authenticator, sourcePatientInfo, and author entries do not need to be a contained copy of the information known at the time of publication since a Reference to the information in these directories will be valid over the full lifecycle of the Document Registry entries. 
The actors that support the UnContained References Option shall be able to create and consume full URL values in the DocumentReference.author, the DocumentReference.authenticator, the DocumentReference.context.sourcePatientInfo, and the DocumentManifest.author. This requirement encourages the persisting of the information at the time the document is published. 
This option is enagaged by the Mobile Health Document Sharing (MHDS) Profile when the UnContained References Option is used.

The UnContained Reference Option is not compatible with the XDS on FHIR Option. A system may be able to support both options, but only one will be able to be used at a given deployment.
EDITOR: Change section 3.65.4.1.2.1 as follows
3.65.4.1.2.1 Bundle Resources

For complete information on constructing a FHIR Bundle Resource, see http://hl7.org/fhir/R4/bundle.html
The FHIR Bundle.meta.profile shall have the following value depending on the use of Comprehensive metadata or Minimal metadata:. 

· Comprehensive Metadata: http://ihe.net/fhir/StructureDefinition/IHE_MHD_Provide_Comprehensive_DocumentBundle
· Minimal Metadata: http://ihe.net/fhir/StructureDefinition/IHE_MHD_Provide_Minimal_DocumentBundle
When All resources that are indicated as ‘contained’ in (see ITI TF-3: 4.5.1), they shall be contained using the FHIR contained method (see http://hl7.org/fhir/R4/references.html#contained).

When the DocumentReference.content.attachment.url points at a Binary Resource, the Binary Resource shall be in the Bundle. See FHIR Resolving references in Bundles at http://hl7.org/fhir/R4/bundle.html#references.
EDITOR: Change section 3.65.4.1.2.2 as follows
3.65.4.1.2.2 Patient Identity

All DocumentReference.subject, List.subject, and DocumentManifest.subject values shall be References to a FHIR Patient Resource identified by an absolute external reference (URL). This value may be obtained through use of PDQm or PIXm, or by some other means. The Patient Resource needs to be accessible to both the Document Source and the Document Recipient.

When the UnContained Reference Option is used, there is no need to populate the sourcePatientInfo element.  Otherwise, wWhen sourcePatientInfo is provided, the DocumentReference.context.sourcePatientInfo shall be a reference to a “contained” Patient Resource. That is, the source patient info is encoded in a Patient Resource within the DocumentReference.contained element (see http://hl7.org/fhir/R4/references.html#contained).

EDITOR: Update Table 4.5.1.1-1  as follows:
 --Update the authenticator row – Note 1 will be enough.
-- Update the context.source patientInfo row – Note 1 will address contained, and the “usual” qualifier is not required at all.
-- Update Note 1
Table 4.5.1.1-1: FHIR DocumentReference mapping to DocumentEntry 

	FHIR DocumentReference Resource Definition
	IHE constraint
	Document Sharing Metadata
	Notes

	…
	
	
	

	authenticator

Reference(Practitioner|PractitionerRole|Organization [0..1]
	Note 1
	legalAuthenticator
	Contained resource

	…
	
	
	

	context.sourcePatientInfo 

Reference(Patient) [0..1]
	Note 1
	sourcePatientId and sourcePatientInfo
	Contained Patient Resource with Patient.identifier.use element set to ‘usual’.

	…
	
	
	






Note 1: Indicates that the data within the XDS DocumentEntry shall be represented as a contained resource, unless the UnContained Reference Option is used. See Section 4.5.4.4.7, and ITI TF-1: 33.2.3.

…
EDITOR: Change “Note 1” in Volume 3 Table 4.5.1.2-1.   
(The author row to which Note 1 applies is included below for the purpose of CP review, but it is unchanged.)
Table 4.5.1.2-1: FHIR DocumentManifest mapping to SubmissionSet

	FHIR DocumentManifest Resource Definition
	IHE constraint
	Document Sharing metadata
	Notes

	…
	
	
	…

	author

Reference(Practitioner| PractitionerRole| Organization| Device| Patient| RelatedPerson) [0..*]
	Note 1
	authorInstitution, authorPerson, authorRole, authorSpeciality, authorTelecommunication
	

	…
	
	
	


Note 1: Indicates that the data within the XDS SubmissionSet metadata shall be represented as a contained resource, unless the UnContained Reference Option is used. See Section 4.5.4.4.7, and ITI TF-1: 3 3.2.3.

…
EDITOR: Change “Note 1” in Volume 3 Table 4.5.1.3-1 (although note 1 is never used)
Note 1: Indicates that the data within the XDS Folder metadata shall be represented as a contained resource, unless the UnContained Reference Option is used. See Section 4.5.4.4.7, and ITI TF-1: 33.2.3.



