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	Sarah Glamm
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HIGHLIGHTS FROM MEETING:

Tuesday January 10, 2006
Q1: Joint meeting with Structured Documents – query messaging.

Q2: Garry Cruickshank from Canada Health Infoway on consent messaging.

Q3: Review consent section of V2.x and further refine the narrative section was done.
Q4: Review consent section of V2.x and further refine the narrative section was done.            Co-chair election was held.  Nancy LeRoy was re-elected.

Wednesday January 11, 2006

Q1:  Development of prerequisites for the Document Query DSTU
Q2:  Continuation of Bob Dolin’s Presentation of V3 Query Messages
· Motion: The full query use cases, interactions, trigger events, application roles, etc developed by Bob and the prerequisites above (as a preamble) reviewed from this meeting be moved to a one year DSTU. 

Vote: 8-0-2

Q3:  TC name change from MR/IM to MR/HIM
· Motion: Pursue the name change from Medical Records/Information Management (MR/IM) to Medical Records/Health Information Management (MR/HIM). 

Vote: 3-0-0.

Q4:  Revision of MR/IM charter (mission & scope statements.
· Motion: Accept the updated charter with inclusion of missing co-chairs and        notify the TSC.   

Vote: 5-0-0

· Motion: The co-chairs will craft the introductory statement for the Query DSTU ballot without further review by the committee for submission to ballot.  

Vote: 5-0-0

________________________________________________________________________
TUESDAY JANUARY 10, 2006

Q1: Joint Meeting with Structured Documents:

Liora Alschuler requested a brief review of the current status of consent work.  Nancy began with stating the committee has been working on the narrative portion of the consent section.  Committee has discussed concerns regarding how far we can proceed without the work on digital signature and the security aspects being developed.  In order to make consents operational in an electronic environment there needs to be a method that supports non-repudiation (a trust that cannot be compromised and is authenticated)of the signature on the consents/authorizations.
Bob Dolin - V3 ballot presentation:

From the last working group meeting the TC had a desire to go to normative ballot in the upcoming ballot cycle – March 24, 2006.
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· Wayne is opposed to the query messages due to the lack of progress on digital signature and security standards.  He also has a concern with the potential loss of patient privacy.  These are solicited messages from an unknown source for an unknown source.   He has a concern that if it’s in a normative standard people may implement it w/o security and privacy protection in place.
Jari:  In Europe legislation already exists for the security and privacy protection.
Use cases – the MR/IM committee was not able to identify a use case for an interagency query that would be from device to device.  Jari suggested the following: Provider goes to the RHIO to obtain reports for the patient in the emergency room.  Keith shared that CCHIT has use cases for inter-enterprise queries.

Mead - Need to rely on multiple standards. It is not unreasonable to say to the user that you may not be able to use the query messages if you do not have the security.   

Status code attribute of the parent document – was left in but it is vague.  If I send you a revision am I to assume the status changes to “superseded” or should I send you an additional message stating that the parent document is now superseded.  

A dumb document system doesn’t know about the documents from a smart source system and the antithesis - dumb source system and a smart document system.

Keith – the document storage system needs to have the business rules to handle.

*leave it in - it reflects how the originator has changed the status.  Document management system can act accordingly (although not necessarily exactly, since the originator may not know the current status of the document in the management system. Further discussion led to the decision that the originator doesn’t necessarily know the status of the document in the management system and therefore can’t necessarily set it.

An extended discussion was suspended due to the need to complete the presentation.

Motion was made by: Bob 
· To remove the attribute.

Motion was seconded by:  Keith Boone.  
Vote: 5-2-3

Bob pulled out the CMETS in error at the time he updated the model.  He will be putting them back in.

A new state transition of nullify (erroneous document) (wrong patient) needs to be added to the table.  Currently does not exist in V2.

Proposed for V2:

Status code 

Completion- “nullified”

Confidentiality - any

Storage - archived

Availability time – time the document was made available

Motion was made by: Wayne 

· “Nullified” will be added to the state model for V3 and V2.7

Motion was seconded by:  Calvin Bebee  

Vote: 9-0-4

Query parameters:
See Bob’s presentation above for the full list.
· Query parameters – able to query for anything in the model

Review of the query parameters based on feedback from Renee and John Silva.

· There are too many parameters and the ones that contain strings are very complicated to implement.

· There are a number of parameters that need to be removed; 
· parameters with demographics (MPI)

· parameters with patient name – MPI can provide this 

· parameters with organization name 

· parameters with provider name.

Discussion ensued and the committee agreed to eliminate those queries in green (Attachment above).  After some discussion regarding the removal of “patient name” as a parameter, which included the identification of a valid use case, the group decided to leave patient name as a parameter.   The group also agreed that this revised listing is a starter list rather than an all inclusive list of queries. 
Motion – this is a starter listVOTE: 13-0-0
Mead Walker took the last couple of minutes to bring to the table the HL7 discussion regarding versioning – present the versioning from an integer to another system.  Time ran out for an adequate discussion.
QUARTER 2:
Garry Cruickshank from Canada Health Infoway came to do a presentation regarding their need for consent messaging in V3.
\Consent topic – Canada just completed the quality review of their project.  Garry sent the business representation support document to Nancy on Monday.


Wayne asked if their proposal is for V3 only or will their a V2 proposal as well?  Garry states initially the request is for V3 although he’s not opposed to also working on V2. 7 however someone else would need to be the support, probably Lloyd.

The Pan- Canadian project is primarily funded by Canada Health Infoway.  The current focus of the project is directed toward diagnostic imaging, lab, telehealth, infrastructure, and pharmacy.
Pharmacy messaging for e-prescribing, decision support, medication profile, excluding substance administration except for immunizations

Hypothesis –

· A number of repositories – may be jurisdictional or provincial
· Work on repository request basis rather than a notification basis – MD would create a RX in their EMR and send as a request to create the prescription to the drug system.  May send back information to MD regarding drug-drug interactions, etc. Dispensing will also send a request to the repository that the RX was filled.  Request is either accepted or rejected  - requestor can override reject or change med request

It was built as a standard but some jurisdictions are beginning implementation.  Pilot projects will be implemented prior to the normative ballot.

Currently other messaging requirements are 2-3 cycles from normative in several committees including pharmacy, CQ. 

Consents – jurisdictions 

· All people - all drugs legislation which means individual consents are not needed.

· Some provinces have opt-out (Albert).

· Some are opt-in (Quebec).

John has worked with the Lock box restriction of consent in Ontario

All jurisdictions have had the material presented several times and the project is currently waiting for feedback from jurisdictions for what they need.

Currently can mask (redact) on diagnosis, drugs, drug groups.  Pregnancy diagnosis (medical necessity), types of prescriptions (for HIV) can be masked by patient request.
British Columbia –uses the “shared secret” (key word) – on the pharmacy side if they do not supply the key word the pharmacist will not fill/dispense the prescription.

When to release without the consent of the patient:

1. emergent situation

2. professional judgment

Scope of project is limited to the release of the information rather than the need for procedures.

Action item: review the differences between the US and Canadian need for consents.

Wayne – do you expect the message to be the consent or the representation of the consent?
Garry said a consent status message because the legislation doesn’t currently exist to legalize signature on file. 

Garry presented a message model which was reviewed with the committee.  (See VISIO).  At this point in time it is stable from Canada’s view point.

The “key word consent” is specific to Canada. so far.
· HL7 Canada will submit a proposal , storyboards, use cases (critical) and models to be reviewed by the MR/IM TC at the May meeting – 
· 3 models opt-in,opt-out, and key word/shared secret for specific consents to release information
· Proposal will include both V3 and V2 material
· Suggestion is to make it informative & specific to Canada initially  so it will not hold up the progression of the V3 DSTU 

Quarter 3 & 4: 

Review consent section of V2.x and further refine the narrative section was done.
The focus was on the general characteristics, medical treatment, and authorization for the release of information.
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Wednesday January 11, 2006

Quarter 1:

Outline of the V3 DSTU document for query messages.

We recognize that this information is non-specific and there may be additional functional requirements and implementation requirements at the realm level.  We are requesting explicit feedback on realm specific security and privacy implementation details.
Prerequisites:

1. Security context/Trust relationship authenticated between participants for each communication instance.

a. Robust encryption – industry standard

b. Resistant to intrusion on the wire

c. Entity authentication – sender/receiver – participant in each communication instance

2. Patient Rights protected/upheld

a. User is known/authenticated

b. User access permissions established

c. Positive unique ID of the Initiator of the query:

i. person

ii. organization/location

iii. trusted identified application recipients

d. Requestor commits to abide by terms of patient consent/authorization for release of information.

e. The user/intended recipient is authorized (and validated) to be the recipient in accordance with:

i. Patient consent/authorization
ii. court order,  
iii. permitted by law or regulation
iv. As supported by manually validated request (i.e. release for law enforcement) 

f. And that evidence of the authorization exists and can be validated programmatically or through human procedural verification with identification of the validation.

3. Audit trail

a. An audit trail is maintainable for the disclosure which incorporates required elements of such.An audit trail should include: 
i. User/requester identity

ii. Date/time of request

iii. Purpose of request

iv. Subject of request

v. Information requested/released
vi. Recipient destination/address

vii. Application role/device identification for requestor

viii. Patient consent/authorization status (programmatic evidence) sufficiently persistent for audit requirement.

Additional prerequisite requirements for a document query normative standard:

That the following be contained within the query message structure and must exist prior to the fulfillment of the query.

1. If the release requires patient permission, then electronic signature (that supports non-repudiation) and unique identification is required for all participants in the release of information for automated authentication of patients/legal representatives, witnesses and providers as signatories that may be incorporated on consent forms (conformant to industry electronic signature  standards)
2. Standard identifiers for intended recipients (i.e. NPI (National Provider Identifier) in the U.S.A.) (external references)
3. Inclusion of the automated release of information up to and including the electronically signed (an electronic signature which supports non-repudiation) release of information itself or

a. If not fully automatable then you shall incorporate the identity, date, time of the individual performing the external validation of the appropriateness of the release.
Quarter 2:
Joint session with Structured Documents.

General HL7 sentiment is that the current DSTU would go to normative ballot and anything new would go as a separate document (DSTU vs. Informative).  Once MR/IM has decided which route, Bob will go to publishing to explain what the TC wants to do.  Publishing will decide how this will go to ballot (and if it’s a separate document or an integrated document).  Renee Spronk believes if it’s a separate document it would require a new domain.

As the discussion revolved around the decision of informative or DSTU for the query document.  Renee was encouraging the decision of a DSTU because a DSTU is “frozen” for a 1 – 2 year time period.   Implementers may be reluctant to implement an informative document because the material may or may not be there later, it can” disappear” from the standard. Renee shared that an extension for a DSTU can be requested. 

Renee suggested that a preamble be written for the DSTU query document that states “we know there are gaps, we ask you to implement it and provide feedback.  Also if you have things in place for the gaps please share for review and potential inclusion in the standard.”  
Bob Dolin continued with the presentation from yesterday on the content for query messages.  One new message type (Document query), 2 new triggers, multiple interactions, and 4 application roles (are currently informational only) have been added to the original DSTU.  Suggestion was made to clarify in storyboards that these can also potentially be used by other roles.

Query message indicates whether or not to respond with content. Query message that is asking for content sent to the Clinical Document Directory (CDD) is an error since the CCD contains only metadata.  An appropriate error message would be the response from the CDD.

Bob walked the group thru the storyboards.  Each storyboard presented a 2-step query approach.
A 2-step approach isn’t required with a national Clinical Document Management System (CDMS) .The national CDD can forward the query to the local CDMS, which can then pass the content back either through a separate interface or through the CDD.

Renee recommends that a simple one-step storyboard be created. Query would be made to an entity that serves both the CDD & CDMS roles. “Give me all document type X for patient Y.
From Bob’s presentation:

Query RMIM
· Model Description

(needs to be written)

· And/Or Logic

· Multiple parameter Item values are "AND", and repeating values within one parameter are "OR": 
· AND: Find documents where author is smith AND jones:
<author>

  <value=smith>

</author>

<author>

  <value=jones>

</author>
· OR: Find documents where author is smith OR jones:
<author>

  <value=smith>

  <value=jones>

</author>

· Cardinality

· Associations ("AND"): If attribute can occur no more than once in an instance, then cardinality of association in query model is [0..1]. Otherwise, cardinality of association in query model is [0..*].

· ParameterItem.value ("OR"): Always [0..*].

Discussion:

And/or Logic and Cardinality – TC will affirm that we will use the default guidance.

· Request for multiple authors it’s an AND

· Request for single author it’s and OR ( author is Smith or Jones)

· There is no way out of the box to request either or of different parameters

Cardinality

· Associations – if the attribute can occur no more than once in an instance, then cardinality of association in query model is [0..1]

· Parameters

 Discussion resumed regarding the decision of DSTU vs. Informative document for query message.   The prerequisite to query work from Q1 was shared with the joint meeting and members of the Medical Records TC reiterated our concerns regarding patient privacy and security (electronic signature).  
Renee shared with the group that during the 1st quarter the Security TC has agreed to review/use the W3C standard (xml signatures).  Renee suggested we review proposal 917 on the Security TC webpage located in the documents section.

Wayne still has some concerns regarding the ability of the Security TC to deliver useable material before a DSTU would reach maturity.

Renee assured the group that within one year either the Security TC or the Infrastructure & Messaging (IM) (formerly control query) will have digital signature standards in place.

Based on that information Wayne made a motion.

Motion made by: Wayne 

· The full query use cases, interactions, trigger events, application roles, etc. developed by Bob and the perquisites above (as a preamble) reviewed from this meeting be moved to a one year DSTU. 
Motion seconded by: Matt 
Vote: 8-0-2

Quarter 3:

· Agenda established for the May 2006 working group meeting.
· 
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· Technical Steering Committee name change:  The current TC name is: Medical Records/Information Management (MR/IM).
· The topic was raised by Joann Larson as a result of the name change of the Control Query (CQ) TC to Infrastructure and Messaging (IM).  Joann was asking what IM stood for in regards to our TC and if having 2 TCs with the same initials would be confusing.

· E-mail discussions raised the possibility of changing the name to Health Information Management.  Feedback from the international community related that Medical Records is still the current term.
· Wayne Tracy also expressed concern with dropping the Medical record portion of or name because this is a well established TC and known as medical records.  He would support the adding of the word “health” before information management if the committee believed additional clarity was needed.
· Discussion – based on international feedback medical records should remain.  Is there a need to include the word “health” information management? It was noted that in today’s market place information technology (IT) name has shifted to information management (IM).  This presents confusion as to what this committee is responsible for as was demonstrated in discussions earlier today during a joint meeting.
The following attributes were outlined by the committee as the current focus of the TC and as support for the name change to Medical Records/Health Information Management (MR/HIM) to better clarify what we do and falls under our purview. 
· One of the current focuses is on the health record process flow issues

· Health Record custodian.

· Privacy & patient health information rights

· Enabling compliance relative to health information 

· Record completion & accuracy

· Timely and ease of record availability 

· Confidentiality

· Record integrity

· Record retention

· Continuity of information – supporting alternative means of processing data, providing for recovering of data, and returning to normal operations.

Motion made by: John
· Pursue the name change from Medical Records/Information Management (MR/IM) to Medical Records/Health Information Management (MR/HIM). 
Motion seconded by: Matt. 
Vote: 3-0-0.

Action item: Nancy will pursue the process for requesting a name change and submit any necessary documentation to the Technical Steering Committee and/or the Board of Directors.
· Review the current charter (mission & scope statement).  With the focus on the potential name change the committee believed it was essential to review and update the charter to ensure that it also reflected the current focus of the TC.  Several changes were made.
Quarter 4:

· Brief continuation of the discussion regarding the charter revisions.
Motion made by: Harry 
· Accept the updated charter with inclusion of missing co-chairs and notify the TSC.   
Motion seconded by: Wayne   
Vote: 5-0-0

Action item: Nancy will pursue the process for requesting submitting charter revisions and submit any necessary documentation to the Technical Steering Committee and/or the Board of Directors.

· Brief continuation of the work from 3rd quarter on the introductory statement for the Query DSTU.

Motion made by: Wayne

· The co-chairs will craft the introductory statement for the Query DSTU ballot without further review by the committee for submission to ballot.  
Motion seconded by: Matt 
Vote: 5-0-0

· John Travis suggested that the TC extend the next working group meeting to Thursday Q1 & Q2 because we will most likely have sufficient work to accomplish.

Action item:  Nancy will touch base with Peggy to reserve a room.

· Meeting adjourned @ 4:45 pm

�richard dixon-hughes listed twice w/different email addresses


�ditto
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1 Medical Records


 

1.1 Agenda


[1] Medical Records RMIM

  [1a] review the model (and make sure people understand that the query message is querying for fields in this model)

  [1b] do we want to remove ParentDocument.statusCode? - remove, since the originator doesn't necessarily know the status of the document in the management system, and therefore can't necessarily set it.

  [1c] for some reason I can't recall, I pulled all the CMETs out of the latest RMIM, but presumably they should all go back in. - yes.

  [1d] need to review the existing narrative.

  [1e] adding a row to the table in the overview to describe the NULLIFY state and how it corresponds to V2. - mark as proposed for V2.7

completion code - "Nullified"


confidentiality code - any


storage code - "Archived"

availability time - time the document was made available

 


[2] Query RMIM

  [2a] Review parameters

  [2b] Review and/or logic

  [2c] Review cardinality

  [2d] Consider Rene's suggestion that we group parameters and John Silva's comments about querying for patient id vs. other demographics. Here's a widdled down list of parameters based on their comments: (these will change when we put CMETs back in)

 


       [0..1] ClinicalDocument / id [0..*]


       [0..1] ClinicalDocument / code [0..*]


       [0..1] ClinicalDocument / effectiveTime [0..*]


       [0..*] ClinicalDocument / documentationOf / ServiceEvent / classCode [0..*]


       [0..*] ClinicalDocument / documentationOf / ServiceEvent / code [0..*]


       [0..*] ClinicalDocument / documentationOf / ServiceEvent / effectiveTime [0..*]


       [0..*] ClinicalDocument / componentOf / EncompassingEncounter / id [0..*]


       [0..1] ClinicalDocument / componentOf / EncompassingEncounter / effectiveTime [0..*]


       [0..1] ClinicalDocument / componentOf / EncompassingEncounter / location / HealthCareFacility / code [0..*]

       [0..*] ClinicalDocument / author / AssignedAuthor / id [0..*]


       [0..*] ClinicalDocument / custodian / AssignedCustodian / CustodianOrganization / id [0..*]


       [0..*] ClinicalDocument / recordTarget / PatientRole / id [0..*]

       [0..*] ClinicalDocument / recordTarget / PatientRole / Patient / id [0..*]

 


  [2e] Review new triggers, interactions, message type. (?is it confusing to not define all interactions? do we need to include notes to this effect?)

  [2f] Review storyboards

  [2g] Will need to create Visio diagrams for new storyboards.

  [2h] will need to write the narrative description.

 


[3] Ballot timelines

  [3a] Review calendar and identify milestones.

 


1.2 Model

1.3 Publish the query stuff as a separate document or as a separate topic within the same document

1.3.1 Domain RMIM


· Model description


· (Borrow from CDA)


· Changes to model

· Update to be consistent with CDA R2 model. Differences from CDA R2 include:


· ClinicalDocument: Medical Records includes attributes not present in CDA (text, statusCode, availabilityTime, reasonCode, completioncode, storageCode)


· ParentDocument: Medical Records includes attributes not present in CDA (statusCode)


· The Medical Records subject is a directory of all subjects listed in the document.


· CDA authenticator (and legalAuthenticator) requires an authenticator.time, and authenticator.signatureCode can only be "S". MedRec has optional time, and code can be "S", X (required), I (intended)


· Remove all contextControlCode attributes


· ?Why does the new model remove all the CMETs? - add them back in when we go to ballot.

· ?Do we want to remove ParentDocument.statusCode and/or remove the note?

1.3.2 Query RMIM

· Model Description


(needs to be written)


· And/Or Logic


· Multiple parameterItem values are "AND", and repeating values within one parameter are "OR": 

· AND: Find documents where author is smith AND jones:

<author>


  <value=smith>


</author>


<author>


  <value=jones>


</author>

· OR: Find documents where author is smith OR jones:

<author>


  <value=smith>


  <value=jones>


</author>


· Cardinality


· Associations ("AND"): If attribute can occur no more than once in an instance, then cardinality of association in query model is [0..1]. Otherwise, cardinality of association in query model is [0..*].


· ParameterItem.value ("OR"): Always [0..*].

· [Association cardinality] Parameter [ParameterItem.value cardinality]

· Rene: too many parameters, so consider grouping.


· John: remove patient demographic stuff handled by MPI.


· ?querying for name - introduces complexity of string comparisons.


1. [0..1] ClinicalDocument / id [0..*]

2. [0..1] ClinicalDocument / code [0..*]

3. [0..1] ClinicalDocument / effectiveTime [0..*]

4. [0..*] ClinicalDocument / documentationOf / ServiceEvent / classCode [0..*]

5. [0..*] ClinicalDocument / documentationOf / ServiceEvent / code [0..*]

6. [0..*] ClinicalDocument / documentationOf / ServiceEvent / effectiveTime [0..*]

7. [0..*] ClinicalDocument / documentationOf / ServiceEvent / performer / AssignedEntity / id [0..*] - retain. e.g. query for all operative reports performed by surgeon jones.

8. [0..*] ClinicalDocument / documentationOf / ServiceEvent / performer / AssignedEntity / Person / name [0..*] - remove

9. [0..*] ClinicalDocument / componentOf / EncompassingEncounter / id [0..*]

10. [0..1] ClinicalDocument / componentOf / EncompassingEncounter / effectiveTime [0..*]

11. [0..*] ClinicalDocument / componentOf / EncompassingEncounter / encounterParticipant / AssignedEntity / id  [0..*] - retain. 

12. [0..*] ClinicalDocument / componentOf / EncompassingEncounter / encounterParticipant / AssignedEntity / Person / name [0..*] - remove

13. [0..1] ClinicalDocument / componentOf / EncompassingEncounter / location / HealthCareFacility / code [0..*]

14. [0..*] ClinicalDocument / author / AssignedAuthor / id [0..*]

15. [0..*] ClinicalDocument / author / AssignedAuthor / Person / name [0..*] - remove

16. [0..*] ClinicalDocument / custodian / AssignedCustodian / CustodianOrganization / id [0..*]

17. [0..1] ClinicalDocument / custodian / AssignedCustodian / CustodianOrganization / name [0..*] - remove

18. [0..*] ClinicalDocument / recordTarget / PatientRole / id [0..*]

19. [0..*] ClinicalDocument / recordTarget / PatientRole / addr [0..*] - retain

20. [0..*] ClinicalDocument / recordTarget / PatientRole / Patient / id [0..*]

21. [0..*] ClinicalDocument / recordTarget / PatientRole / Patient / name [0..*] - retain

22. [0..*] ClinicalDocument / recordTarget / PatientRole / Patient / administrativeGenderCode [0..*] - retain

23. [0..*] ClinicalDocument / recordTarget / PatientRole / Patient / birthTime [0..*] - retain

· XDS Mapping


		XDS Document Metadata

		HL7 Query Parameter



		hash


		



		size


		



		formatCode


		



		entryUUID


		



		uniqueId

		[0..1] ClinicalDocument / id [0..*]



		classCode;


DisplayName;

typeCode
;


typeCodeDisplayName

		[0..1] ClinicalDocument / code [0..*]



		title


		



		creationTime

		[0..1] ClinicalDocument / effectiveTime [0..*]



		availabilityStatus


		



		confidentialtyCode


		



		mimeType


		



		URI


		



		languageCode


		



		parentDocumentId


		



		parentDocumentRelationship


		



		

		[0..*] ClinicalDocument / documentationOf / ServiceEvent / classCode [0..*]



		eventCodeList;

eventCodeDisplayNameList

		[0..*] ClinicalDocument / documentationOf / ServiceEvent / code [0..*]



		

		[0..*] ClinicalDocument / documentationOf / ServiceEvent / effectiveTime [0..*]



		

		[0..*] ClinicalDocument / documentationOf / ServiceEvent / performer / AssignedEntity / id [0..*]



		

		[0..*] ClinicalDocument / documentationOf / ServiceEvent / performer / AssignedEntity / Person / name [0..*]



		

		[0..*] ClinicalDocument / componentOf / EncompassingEncounter / id [0..*]



		serviceStartTime;

serviceStopTime

		[0..1] ClinicalDocument / componentOf / EncompassingEncounter / effectiveTime [0..*]



		

		[0..*] ClinicalDocument / componentOf / EncompassingEncounter / encounterParticipant / AssignedEntity / id  [0..*]



		

		[0..*] ClinicalDocument / componentOf / EncompassingEncounter / encounterParticipant / AssignedEntity / Person / name [0..*]



		healthcareFacilityTypeCode;

healthcareFacilityTypeCodeDisplayName;

practiceSettingCode
;


practiceSettingCodeDisplayName

		[0..1] ClinicalDocument / componentOf / EncompassingEncounter / location / HealthCareFacility / code [0..*]



		authorPerson

		[0..*] ClinicalDocument / author / AssignedAuthor / id [0..*]



		

		[0..*] ClinicalDocument / author / AssignedAuthor / Person / name [0..*]



		authorRole


		



		authorSpecialty


		



		authorInstitution

		[0..*] ClinicalDocument / custodian / AssignedCustodian / CustodianOrganization / id [0..*]



		

		[0..1] ClinicalDocument / custodian / AssignedCustodian / CustodianOrganization / name [0..*]



		legalAuthenticator


		



		patientId;

sourcePatientId


		[0..*] ClinicalDocument / recordTarget / PatientRole / id [0..*]



		

		[0..*] ClinicalDocument / recordTarget / PatientRole / addr [0..*]



		

		[0..*] ClinicalDocument / recordTarget / PatientRole / Patient / id [0..*]



		

		[0..*] ClinicalDocument / recordTarget / PatientRole / Patient / name [0..*]



		sourcePatientInfo

		[0..*] ClinicalDocument / recordTarget / PatientRole / Patient / administrativeGenderCode [0..*]



		

		[0..*] ClinicalDocument / recordTarget / PatientRole / Patient / birthTime [0..*]





1.4 Publication Database


1.4.1 Narrative


· Review entire narrative based on updates to domain model, etc.

· Pull in narrative from CDA R2.


· Add a row to the table in the Overview section for the NULLIFIED state (either showing the correlation with V2, or else saying that there is nothing in V2 that corresponds).

· John's response: Bob - I think you have a good point, and if the version of Chapter 9 I am looking at is the current 2.6 one (I think so), we do not indicate a canceled state either or we at least have an inconsistency - if you look under 2.6.1.17 for the TXA element for document completion status where we discuss the states and the management of state changes from one to the next, we do not list canceled as one of the states in HL7 Table 271.....yet we do show that a canceled state is possible in Figure 9.1. No nullification state is indicated. So we at least need to reconcile Table 271 and Figure 9.1 to be consistent and find out if Canceled is truly a missing state or just an editing error on our part.

· From John Travis: In 1.2, in the first paragraph under Description, should we change our first statement a bit to more explicitly recognize the query messaging? The statement as it is seems still focused on exchanging clinical documents for the purpose of document management and notification….maybe amend the first phrase of that statement slightly to read "The purpose of the transmitted data is is to enable clinical document exchange, notification and retrieval across and within institutions;"?

· With the current design, there is no rule that one must query the document directory. You can query a document repository also for a listing of all documents. 

1.4.2 Storyboards

· Clinical Document Core Life Cycle(RCMR_ST000017) 


· (review narrative based on updates to domain model, etc)


· Shared Clinical Document Directory (RCMR_ST000018)


· (review narrative based on updates to domain model, etc)


· National Health Data Repository (RCMR_ST000019)

[Event: From VANOHCS (content optional DMS) to NATL CDMS (content required DMS)]

PatientOne receives all his primary health care at the VA New Orleans Healthcare System (VANOHCS).  The VANOHCS stores all of its clinical patient data in a local computerized patient record system (CPRS), and contributes clinical documents to a national health data repository, which is comprised of both a national clinical document directory (NATL CDD) and national clinical document management system (NATL CDMS), and which contains all clinical data that exists throughout the national VA health care system. 

[Event: From NATL CDMS to NATL CDD]


A new or revised document is uploaded from the VANOHCS CPRS into NATL CDMS which triggers an update to the NATL CDD. 

[Query: From VAHHCS (content optional DMS) to NATL CDD]


Due to the approach of Hurricane Katrina, PatientOne drives his family to Houston, Texas to stay with relatives.  They left all their belongings behind.  This causes PatientOne much stress and he also overexerted himself with the drive.  On day two in Houston, PatientOne starts experiencing chest pain with radiation down his left arm. His family calls an ambulance which transports him to the VA Houston Health Care System (VAHHCS).


Upon admission to the VAHHCS emergency room, NurseOne asks the patient to provide his Veteran Information Card (VIC). NurseOne enters information about PatientOne into the local CPRS and finds that no health record data exists at the Houston VA. NurseOne then selects the CPRS "National Patient Locator" and submits a query for information about PatientOne to the NATL CDD.

[Response: From NATL CDD to VAHHCS]


The NATL CDD sends a response back, containing a listing of all clinical documents identified for PatientOne. 


[Query: From VAHHCS to NATL CDMS]


NurseOne finds that PatientOne recently had a consultation document uploaded to NATL CDMS from VANOHCS, and also finds a recent continuity of care summary document (which contains problems, lab results, medication profile, and more), several progress note documents, and recent reports of a treadmill and coronary angiogram. Nurse one selects the CPRS "Retrieve National Patient Data" icon and submits a query to NATL CDMS for the documents of interest.

[Response: From NATL CDMS to VAHHCS] 


NATL CDMS responds back to VAHHCS with the requested documents. Once the documents are available, they can be viewed in the local CPRS. 


[Event: From VAHHCS to NATL CDMS]


Meanwhile, PhysicianOne has begun evaluating PatientOne. Vital signs are normal. Sublingual nitroglycerin and oxygen by nasal cannula have been applied, and PatientOne is currently chest pain free. An electrocardiogram shows no evidence of acute myocardial infarction. PhysicianOne reviews the clinical documents obtained from NATL CDMS, including the recent coronary angiogram report, which found no evidence of any coronary artery disease. PhysicianOne reviews the continuity of care summary document with PatientOne, confirming that PatientOne believes the data to be correct and up to date, including the diagnosis of gastroesophageal reflux disease (GERD). Emergency room lab results on PatientOne come back normal, as does a chest x-ray. PhysicianOne diagnoses PatientOne as having GERD, reassures him that his heart is okay, and discharges him from the emergency room. PhysicianOne then enters an emergency room visit note into the local CPRS. When the visit note is completed and signed, a copy of it is uploaded to the NATL CDMS. 


(two step isnt' required) - can add another very simple storyboard - e.g. give me all documenttype X for patient Y. (query sent to an application that serves both CDD and CDMS roles)

(national CDMS isn't required. The national CDD can forward the query to the local CDMS, which can then pass the content back either through a separate interface or through the CDD)

· Adverse Drug Event monitoring in an Integrated Delivery Network (RCMR_ST000020)


HospitalOne has just completed a survey with the Joint Commission on the Accreditation of Healthcare Organizations (JCAHO). In the survey findings, the JCAHO surveyor made a recommendation to HospitalOne to consider improving their process of identifying and preventing adverse drug events by implementing a data analysis process for examining clinical documentation of patients found to be on both inhaled corticosteroids and oral beta-blockers. The surveyor recommended that the analysis not simply focus on documentation that HospitalOne held within its own electronic medical record system (EMR), but also of the electronic health record system that existed at the level of the Integrated Delivery Network (IDN) that HospitalOne belonged to. Such an analysis process would allow HospitalOne to better control the risk of future adverse events, and enable stronger compliance to Improving Organization Performance accreditation standards PI.3.10 and PI.3.20.


RiskManagerOne has been assigned the task to conduct the data analysis. RiskManagerOne starts out by identifying the patients who have received both inhaled corticosteroids and oral beta-blockers during the course of a hospital stay at HospitalOne within the last year. RiskManagerOne then decides to evaluate all progress notes, summary documents, and consultation notes for these patients during the same year. All notes maintained at the IDN level are to be examined.


[Query: From EMR (content optional DMS) to IDN CDD]


RiskManagerOne sends a query from HospitalOne's EMR to the IDN clinical document directory (IDN CDD). The query includes patient identifiers, desired document types, and encounter date ranges. The query request is to return document metadata for all identified patients that are of any of the desired document types, during the desired date ranges. 

[Response: From IDN CDD to EMR]


The IDN CDD responds with a list of documents matching the criteria.


[Query: From EMR to IDN CDMS (content required DMS)]


RiskManagerOne scans the list of documents, clicks the "select all" box in the query interface, and submits a query to the IDN clinical document management system (IDN CDMS) asking for the complete documents. The query includes document identifiers. The query request is to return the complete document for each submitted document identifier. 

[Response: From IDN CDMS to EMR]


The IDN CDMS responds with the documents.


RiskManagerOne completes the analysis, and helps HospitalOne implement an enhanced warning system for patients prescribed both inhaled corticosteroids and oral beta-blockers.

1.4.3 Application Roles


· Document Originator  (RCMR_AR000001)


· Content Optional Document Management System  (RCMR_AR000002)


· Modify the definition to state that this can generate a query message (serve as a document requestor)


· Content Required Document Management System  (RCMR_AR000003)


· Modify the definition to state that this can generate a query message (serve as a document requestor)


· Document Recipient  (RCMR_AR000004)


· Clinical Document Directory  (RCMR_AR000005)

· Modify the definition to state that this can generate a query message (serve as a document requestor)


(No new application roles)

1.4.4 Trigger Events

· Document Addendum Notification(RCMR_TE000506) 


· Document Cancel Notification(RCMR_TE000011) 


· Document Edit Notification(RCMR_TE000708) 


· Document Replacement Notification(RCMR_TE000910) 


· Document Repudiation Notification(RCMR_TE000014) 


· Document Status Change Notification(RCMR_TE000304) 


· Original Document Notification(RCMR_TE000102)

· Document Query (RCMR_TE000901)


· Document Query Response (RCMR_TE000902)


1.4.5 Interactions


· Directory Addendum Registration Request(RCMR_IN000026) 


· Directory Original Document Registration Request(RCMR_IN000027) 


· Directory Replacement Registration Request(RCMR_IN000028) 


· Directory Repudiation Registration Request(RCMR_IN000025) 


· Document Addendum(RCMR_IN000007) 


· Document Addendum from Mgt System(RCMR_IN000009) 


· Document Addendum from Mgt System, with Content(RCMR_IN000010) 


· Document Addendum with Content(RCMR_IN000008) 


· Document Cancel Notification(RCMR_IN000021) 


· Document Cancel Notification(RCMR_IN000019) 


· Document Cancel Notification with Content(RCMR_IN000022) 


· Document Cancel Notification with Content(RCMR_IN000020) 


· Document Edit Notification(RCMR_IN000011) 


· Document Edit Notification from Mgt System(RCMR_IN000013) 


· Document Edit Notification from Mgt Sys with Conte(RCMR_IN000014) 


· Document Edit Notification with Content(RCMR_IN000012) 


· Document Replacement(RCMR_IN000015) 


· Document Replacement from Mgt System(RCMR_IN000017) 


· Document Replacement from Mgt System with Content(RCMR_IN000018) 


· Document Replacement with Content(RCMR_IN000016) 


· Document Repudiation Notification From Originator(RCMR_IN000023) 


· Document Status Change(RCMR_IN000005) 


· Document Status Change with Content(RCMR_IN000006) 


· Original Document(RCMR_IN000001) 


· Original Document from Mgt System(RCMR_IN000003) 


· Original Document from Mgt System with Content(RCMR_IN000004) 


· Original Document with Content(RCMR_IN000002) 


· Recipient Repudiation Notification(RCMR_IN000024)


· Find Document Metadata Query (RCMR_IN000029) - just clarify in storyboards that these can also potentially be used by other application roles.

· Trigger: Document Query (RCMR_TE000901)


· Transmission wrapper: Send Message Payload (MCCI_MT000100)


· Control act wrapper: Query Control Act Request : QBP (QUQI_MT021001)


· Message type: Document Query (RCMR_MT000003)

· Sender: Content Optional DMS (RCMR_AR000002)

· Receiver: Clinical Document Directory (RCMR_AR000005)

· Find Document Metadata Response (RCMR_IN000030)

· Trigger: Document Query Response (RCMR_TE000902)


· Transmission wrapper: Application Level Acknowledgement (MCCI_MT000300)


· Control act wrapper: Query Control Act Response / Acknowledgement (QUQI_MT120001)

· Message type: Document Event (RCMR_MT000001)

· Sender: Clinical Document Directory (RCMR_AR000005)


· Receiver: Content Optional DMS (RCMR_AR000002)


· Find Document Metadata and Content Query (RCMR_IN000031)

· Trigger: Document Query (RCMR_TE000901)


· Transmission wrapper: Send Message Payload (MCCI_MT000100)


· Control act wrapper: Query Control Act Request : QBP (QUQI_MT021001)


· Message type: Document Query (RCMR_MT000003)


· Sender: Content Optional DMS (RCMR_AR000002)


· Receiver: Content Required DMS (RCMR_AR000003)


· Find Document Metadata and Content Response (RCMR_IN000032)

· Trigger: Document Query Response (RCMR_TE000902)


· Transmission wrapper: Application Level Acknowledgement (MCCI_MT000300)


· Control act wrapper: Query Control Act Response / Acknowledgement (QUQI_MT120001)


· Message type: Document Event, with Content (RCMR_MT000002)


· Sender: Content Required DMS (RCMR_AR000003)


· Receiver: Content Optional DMS (RCMR_AR000002)


1.4.6 Message Types

· Document Event (RCMR_MT000001)

· Document Event, with Content (RCMR_MT000002)

· Document Query (RCMR_MT000003)

· Note that the query indicates whether to respond with RCMR_MT000001 or RCMR_MT000002.

· Note that a query asking for content that is sent to a CDD is an error, since CDD only contains metadata. An appropriate error message would be the response from the CDD.


� No corresponding component in current Medical Records model.



� No corresponding component in current Medical Records model.



� Would map to ClinicalDocument.templateId.



� No corresponding component in current Medical Records model.



� Not entirely clear what the distinction is between classCode and typeCode.



� Would map to ClinicalDocument.title.



� Would map to ClinicalDocument.availabilityTime.



� Would map to ClinicalDocument.confidentialityCode.



� Would map to ClinicalDocument.text.mediaType.



� Would map to ClinicalDocument.text.reference.



� Would map to ClinicalDocument.languageCode.



� Would map to ParentDocument.id.



� Would map to relatedDocument.typeCode.



� Not entirely clear what the distinction is between healthcareFacilityTypeCode and practiceSettingCode (e.g. when HealthCareFacility.code = "Cardiology Clinic").



� Would map to author.functionCode.



� Would map to AssignedAuthor.code.



� Would map to ClinicalDocument.legalAuthenticator.



� Not entirely clear what the distinction is between patientId and sourcePatientId.
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9.1 Medicolegal agreements  


9.1.1 Short Description –Insert entire Medical Legal Agreements document?


MEDICOLEGAL AGREEMENTS Draft: 1-20-04 version 2.2 (Updated 04-02-04) (updated 9/15/05, updated 1/10/06)

Definition of Medicolegal Agreements


These documents are legal agreements related to healthcare that permit or require formal acknowledgment or acceptance by the patient and other participants in the healthcare process (e.g. witness, notary of public, practitioners, or other health care workers).  These are the general characteristics for paper-based medicolegal agreements within the U.S. Realm.

General Characteristics of Medicolegal Agreements

· Patient-centric


· Each document shall contain signatures by the patient or surrogate/representative for the approval, acceptance, acknowledgement, or validity


1. There may be a need for additional approvals or acknowledgements

· Additional signatures from witnesses

· Additional signatures by responsible providers performing the procedure identified within the agreement


· Additional signatures from the party requesting or receiving the information.

· Documents may be constrained by the context of use, used for or related to a specific event or series of events, time-limited or restricted by recipients by role or by name.


· Medicolegal agreement may use a predefined template that contains specific text to address the agreement that may require healthcare entity approval.


· Title or purpose of each agreement may include one of the following terms:


Consent, Release, Authorization, Acknowledgment, Requests, Agreements, and Directives.


· The degree of specialization of such medicolegal agreements may be variable by law/regulation, healthcare institutional policy and/or care delivery setting.

· These documents are generalized and adapted to the requirements of the individual patient.



· 

· 

· 

· 

· 

· 



· 

Types of Medicolegal Agreements:


1.  Consent for a Medical Treatment. 


Definition:  


A consent for a medical treatment provides a patient with information relevant to about a treatment.  When appropriate, the information should also address foreseeable risks, benefits, alternative treatment options, likely course of recovery, and the consequences of the refusal of the treatment. Broad general categories of medical treatment agreements are diagnostic or therapeutic. Treatment is defined as anything done for therapeutic, preventive, palliative, diagnostic, cosmetic or other health-related purpose, and includes a course of treatment or plan ofcare. 

Reference: The College of Physician’s and Surgeons of Ontario (Policy on Consent to Medical Treatment). http://www.cpso.on.ca/policies/consent.htm


Characteristics/Content:


This type of consent requires a description of the medical treatment (e.g. admission, drug intervention, invasive procedure, participation in clinical trial or diagnostic procedures). Typically this type of consent includes information on risks, complications, side effects, outcomes/benefits and signatures: patient (or surrogate/representative), provider, and witness.  A consent may also include: alternatives, convalescence, and anticipated events if intervention is not done. 


Examples:



a. Drug i.e. psychotic, I.V. contrast



b. Invasive surgery – includes OR procedures (endoscopy) and 


                Non-OR procedures (lesion removal in physicians office)


        
c. Clinical Trails/Research



d. Non-Invasive transfusions i.e. blood products



e. Anesthesia 


 
f. Immunization



g. General consent to treat (omnibus)



h. Refusal of therapeutic intervention


2.  Authorization for Release of Information/Disclosure 


· Documents may be constrained by the context of use, used for or related to a specific event or series of events, time-limited or restricted by recipients by role or by name.


Definition: 


This type of document is utilized to obtain authorization from an individual to disclose their personal health information to a third party.   


Characteristics/Content:
An authorization form is and/or includes:


· Subject of the disclosure

· describes information to be disclosed,

· the party or parties to whom the disclosure is to be made, 

· limitations of use, 

· party(s) allowing disclosure, 

· constrainst upon the release (i.e. effective time period or event(s), and persons) 

· purpose of use/disclosure. 

· signature of the patient or authorized individual which may be witnessed or notarized.  

· Written in plain language

The authorization should include statements of:

· the individual’s right to revoke it, 

· exceptions to the right to revoke it, 

· how to revoke it.  

· Either that their treatment is not conditioned upon signing the form or of the consequences of refusing to sign the form. 

· Limits upon re-disclosure by the recipient. 

The provider does not typically sign authorizations.

The entity must give the individual a copy of the signed authorization.



Examples:


a. Authorization for Disclosure of Information:


1. Psychotherapy notes


2. Marketing  

3. Legal purposes


4. Completing disability applications

Reference: 45 CFR parts 160 & 164     Health Insurance Portability and Accountability Act. (HIPAA) http://www.hhs.gov/ocr/hipaa/finalreg.html

3.  Other Administrative Agreements

Definition: 


An administrative agreement does not directly impact medical care or treatment but informs the individual that an action will be taken upon their approval.  


Characteristics/Content:


These types of agreements contain a description of what is being consented to and are often used to mitigate financial or medical liability.  Generally, the patient or his representative will sign, the provider may not be required to sign,  and it may or may not be witnessed.



Examples:


a. Release of limb


b. Consent to photograph or videotape


c. Organ donation – not end of life (kidney for relative, bone marrow)

d. Autopsy


e. Refusal of Treatment (Discharge against medical advice (AMA)).

f. Transfer or discharge to another healthcare entity (advising of the need, plan, and alternatives)

g. 

h. Request for confidential communication (i.e. consent to communicate with patient via voicemail, e-mail, etc.)


4.  Acknowledgement/Notification


Definition: 


An acknowledgment or notification is a type of document the patient signs they have received documentation or information from a healthcare entity.  


Content/Characteristics:


Acknowledgments are patient specific and include the patient signature.  The documentation on the form is the notification from a care provider and the patient verifies/acknowledges they received information by their signature. 



Example:


a. Receipt of Patient Bill of Rights and Responsibilities.

b. Notification of exposure (e.g. communicable diseases, radioactive materials)


c. Patient discharge (post care) instructions.  


d. Right to Advance Directives/Limitation of Treatments information.

e. Acknowledgement of receipt of Notice of Privacy Practices




5. Clinical Release/Approval  


Definition: 


A clinical release/approval is a document to request an exemption from complying with a law/regulation due to a medical condition. The document is often initiated by the patient and authorized by a clinician. This may also apply for the removal of a restriction once conditions have been met and approved by the clinician.  


Characteristics/ Content:


This type of document is often a standard form that must be filled out by the physician or provider.  Typically it contains the physician/provider signature.  It is recommend that if a clinician signs the document that the healthcare entity retain the original and once compliance has been met return the document.


Examples:



a. Obtain handicap-parking permit

b. Release from seat-belt use


c. Smoking in the healthcare entity (JCAHO EC.1.30)


d. Epileptics to drive (indicating seizure free)


e. Fitness for duty

6.  Patient right of exercise regarding protected health information.

Definition:  


This document is utilized for the exercise of the patient’s rights with respect to their protected health information per state and/or federal health information privacy law or regulations.

 

Characteristics/Content:


This type of document includes information on the request, the individual’s signature and date.  The document may also include the care provider’s response to the request or the response may be found on another document. Generally these documents are non-clinical in nature.


Example:


a. Request for health information (medical record) amendment and healthcare entity response


b. Request for restriction (access, disclosure, directory info, anonymity) and healthcare entity response


c. 

d. Request for accounting of disclosures and healthcare entity response

e. Request for confidential communication (alternate address & phone number) and healthcare entity response

f. Request to Restrict Access and healthcare entity response

g. Request to Remain Anonymous and healthcare entity response




7. Legal Transfer of Power Agreements 


Definition: 


These documents transfer decision-making authority from the patient to a third party.  The scope, the content, and process for obtaining these documents is defined and/or controlled by prevailing law. 


Characteristics/Content:


These documents may describe under what circumstances these powers are transferred and/or revoked to a third party including any restrictions or limitations.  They include the patient or legal authority’s signature and date.   They may include a notarized and/or witness signature.  Once executed it is incorporated into the patient’s health record.

Examples:




a. General Power of Attorney (Typically over financial issues)


b. Durable Power of Attorney over Health Care affairs 

c. Limited scope or Special Power of Attorney 

d. Revocations of Transfer of Power Agreements.

8. End of Life Directives

Definition: 


Directives of this nature allow patients to make their own decisions regarding end of life care decisions should they develop a terminal illness, life-threatening injury, or a complication of medical treatment. 

Characteristics/Content:


These directives describe the circumstances of when to enact the patients wishes regarding the end of life decisions.  In order to be considered valid these documents are signed by the patient or their respresentative and authenticated by a witness or notary.  The healthcare entity has a mechanism for healthcare professionals and designated representatives to honor end of life directives within the limits of the law and the entity’s capabilities. 

This may include specific procedures, care, or treatments such as the following:


· CPR, if cardiac or respiratory arrest occurs


· Artificial nutrition through intravenous or tube feedings


· Prolonged maintenance on a respirator, if unable to breathe adequately alone


· Blood cultures, spinal fluid evaluations, and other diagnostics tests


· Blood transfusions


· Disposition of body after death (e.g. for cadaver dissections).

· Donation of organs.

Examples:


a. Organ donation 

b. Living Will -A written, legal document that conveys the wishes of an individual in the event he/she becomes terminally ill and incapable of communicating. A living will may indicate specific care or treatment the person does or does not wish to have implemented in the event of a terminal illness. This document is generally created externally to the healthcare entity.

c. Advanced Directives/Limitations of treatments – are generally created with the healthcare entity in the context of an active episode of care and the absence of an existing living will or health care proxy.

Reference: JCAHO Comprehensive Accreditation Manual for Hospitals 2005.  Accreditation standard RI.2.80

d. 

· 

· 

· 

· 

· 

· 

9.  Financial Agreements/Authorization

Definition: These are financial agreements between the individual and the healthcare entity dealing with claim payments, risk management, and the binding and non-binding arbitration process.  These agreements outline each party’s rights and obligations. 

Characteristics/Content:

These types of agreements help determine who has financial responsibility for the health services and to determine the ability to pay if the patient is  the responsible party.  Generally, the patient and/or his representative along with the healthcare entity’s representative will sign.


Examples:


a. Agreement to bill medical spending account


b. Agreement to financial counseling


c. Agree to enter into a credit agreement

d. Agree to arbitrate (binding & non-binding)


e. Advanced Beneficiary Notice


f. Payment Plan


g. Recourse for default on agreement.


h. Approval to perform a credit check.


i. Limitations to use of information (Fair credit reporting act).


j. Privacy disclaimer.



a. 





b. 





10. International Categories – We have set aside a category for other types of medicolegal agreements that are found in non-US healthcare settings.  We ask for assistance from the international community in identifying additional types of documents.  This category will be deleted if unnecessary.


This segment identifies patient consent information relating to a particular message.  It can be used as part of existing messages to convey information about patient consent to procedures, admissions, information release/exchange or other events discussed by the message.  It may also be used in messages focusing on recording or requesting consent and for   consents related to employees or service providers.


The segment will be used in conjunction with various other segments to identify the practitioner (PRA/STF) or patient (PID) the consent is for, the various individuals involved in the consent (ROL) as witnesses, consenting person (not always the patient), translators, consulting providers, etc., and the specific procedures being proposed (PR1).

Note the following section is for further discussion and location in chapter.  This refers more toward the structure of the document rather than nature or purpose. (For discussion at the January 2006 WGM)


Complex documents:

c. Multipurpose Compound Document 

A multipurpose single document that has multiple purposes signed once by the patient. 


Examples:  Consent for treatment, release of information to the payer; opt out of patient directory combined in one form with one signature. 


d. Compound Document Set:


Collection of documents in which each part is signed by the individual – Document Set. Multiple purposes for d


Examples:  Consent for treatment, release of information to the payer, opt out of patient directory combined in one form with one signature. 


9.1.2 Justification


9.1.2.0 Segment-what changes do we need?


The issue of patient consent has become more important, particularly in the tracking of consent for the release of or exchange of information.  The pieces of information recorded when dealing with a patient consent tend to be similar, regardless of the purpose of the consent.  This segment combines these pieces of information so that they can be used for consents of any type.


9.1.2.1 Fields – does each type of agreement need to have these fields designed or will generic work? Do we need to change “consent” to agreement?


Consent Type: In concert with giving consent, some programs may allow patients to request varying degrees of participation in a given program.  I.e. if consent program relates to a patient’s entire medical record being available online they might have the opportunity to only reveal certain portions of that history such as the drug history only..


Consent Form ID: Some institutions may have a set of pre-defined consent forms.  Identifying the specific form identifies the details the subject is consenting to, as well as what information is on the form. 


Consent Text: When recording consents electronically it is important to know the specific text that was presented to the consenting person.


Subject-specific Consent Text: Sometimes consent forms have areas where details of the procedure or information distribution that are specific to a given consent instance are recorded, i.e. a variation on a common procedure, or an explicit listing of documents to be released.  As this is part of the consent document, it needs to be recorded.  It is helpful to keep this information separate from the standard ‘template’ consent text, as in most circumstances people viewing the consent will want to know “What’s different from usual”.


Background Text: In most cases in the health field, consent must be “informed” consent.  This means that the consenting individual must understand and appreciate the implications of what they are consenting to.  Most consent processes involve providing background material describing the reasons for the proposed service, expected benefits and potential risks.  It is important to have a record of what information was presented to the subject at the time of consent.


Subject-specific Background Text: The reasons, expected benefits and risks may vary from subject to subject.  It may be necessary to inform the subject of background information that only applies to their particular circumstance.


Subject-imposed Limitations: At the time of consent, the subject may wish to make modifications or add limitations to their consent.  These modifications and limitations must be recorded.


Consent Mode: The manner in which consent can be given may vary greatly within a specific program, from program to program, or from healthcare entity to healthcare entity.  Therefore, the standard must allow applications to identify how consent was obtained (i.e. verbally, written, etc.).


Consent Status: Consent can be pending (subject hasn’t been asked yet), given, refused, revoked or even completely bypassed.   Consent Status identifies what the status of a subject’s consent is (or was at a given point in time).


Consent Discussion Date/Time: For informed consent, a knowledgeable person must discuss the ramifications of consent with the subject.  In some instances, this discussion is required to take place prior to the provision of consent.  This ensures that the subject has sufficient time to consider the ramifications of their decision.  To ensure that guidelines are followed, it is imperative to record when the consent information was initially discussed with the subject.


Consent Decision Date/Time: Related to the above, there also needs to be a record of the time the subject actually made their consent decision.


Consent Effective Date/Time: Not all consents take effect at the time the consent decision is made.  They may not become effective for some time, or in certain circumstances they may even be retroactive.  Use this field to record the effective time. .


Consent End Date/Time: For most programs requiring voluntary participation, the decision to participate is not final and therefore may be revoked in the future.  Therefore, when a patient makes the decision to revoke their consent, the date and time on which the decision was made must be recorded in order to provide a complete history of the consent.  Alternatively, the initial consent may only have been granted for a limited period of time (i.e. 24 hours, 1 week, 1 year).  If Consent End Date/Time is null, this should be interpreted as ‘indefinite’.


Subject Competence Indicator: One of the issues involved in informed consent is whether the subject is judged to be competent to provide consent on their own behalf.  Factors involve age, mental capacity, and current state of health/awareness.  A professional judgment about whether the subject is deemed competent must be made and recorded.


Translator Assistance Indicator: To obtain informed consent, the patient must understand what they are consenting to.  For subjects who do not understand the commonly used language of the institution, or who are unable to hear/read/speak, translation services may be required.


Translation Type: To obtain informed consent, the patient must understand what they are consenting to.  For subjects who do not understand the commonly used language of the institution, or who are unable to hear/read/speak, translation services may be required.  An indication of what type(s) of translation were/will be performed is required.


Informational Material Supplied Indicator: As part of the informed consent process, additional material in the form of pamphlets, books, brochures, videos, etc. may be provided to the patient.  An indication of whether this has been done is required.  (Details on the materials provided will be sent using a separate segment.)


Consent Bypass Reason: There may arise situations in which an action must be performed without patient consent (i.e. retrieving an unconscious patient’s drug history, performing life saving surgery, etc.).  This field indicates the rationale for accessing information without obtaining the required consent.


Consent Disclosure Level: Identifies whether the subject was provided with information on the full background information on the procedure, the subject is giving consent to, i.e. has all information needed for ‘informed’ consent been provided.


Consent Non-disclosure Reason: Identifies why information was withheld from the patient (i.e. telling the patient may cause a worse outcome than performing the procedure).


9.1.3 Use Case(s)Insert additional use cases by agreement type?   Are current cases still useful?


1) A patient decides to participate in a voluntary electronic drug history program.  The patient records this decision in writing (Consent Mode) on a pre-designed consent form (Consent Form ID and Version) after their health care service provider has explained the benefits and drawbacks of their participation.  In providing consent, the patient can also decide on the degree to which they will participate in the program (Consent Type).  The consent decision (Consent Status) is recorded under the patient’s name (use ROL segment) and the number of the paper-based form that the patient signed is recorded in the electronic consent gathering function (Consent Number).  The patient’s consent is effective from the day of the decision (Consent Effect Date/Time), but this consent can be terminated at the patient’s discretion at a given date in the future (Consent End Date/Time).  Several months later the patient is rushed into an emergency health care facility with what appears to be a drug reaction.  While checking the patient’s drug history, health care service providers find that the patient’s drug history has controlled access.  The patient is unable to provide access to this information given their physical state, so the health care service provider circumvents the consent process (Non-consent Access Reason) in the interests of the patient’s immediate well-being.


2) A patient is seeking a therapeutic abortion.  Because she is under 18, the practitioner must evaluate her competence to provide consent.  The patient is deemed to be competent (Patient Competence Indicator).  Local legislation mandates that the patient be counseled at least 24 hours prior to receiving the procedure.  The patient is counseled, and the time recorded (Consent Discussion Date/Time).  They are also given a pamphlet to take home and read (Informational Material Supplied Indicator).  They return the following day and sign the consent form (Consent Decision Date/Time)


3) A deaf patient is admitted for labor and delivery.  It becomes apparent the patient will require a cesarean section.  A translator is required (Translator Assistance Indicator) who can translate sign language (Translation Type).  The translator explains the details of the procedure the patient is being asked to consent to (Consent Text), the intention to use epidural anesthetic (Subject-specific Consent Text), the general risks associated with doing the procedure, as well as those with not doing the procedure (Background Text)  and benefits associated with the epidural (Subject-specific Background Text).  The patient agrees to the procedure, subject to the condition that she not be given any blood products for religious reasons (Subject-imposed Limitations).


4) An employee signs a consent form authorizing (Consent Status) a hospital to request their driving records from the local Department of Motor Vehicles (Consent Type).


5) A patient signs a consent form to have basic diagnostic and billing information sent to their insurer.  The consent indicates that information may only be given to parties that are bound by HIPPA guidelines (Trust Agreement Restriction Type)


9.1.4 CON – Consent Segment Medicolegal Agreement segment – Does “CON”/consent throughout 9.1.4 need to be changed to “Agreement”?


The consent segment provides details about a specific consent by a patient or staff member.


HL7 Attribute Table – CON –Consent Segment  XE "HL7 Attribute Table: CON " 

		SEQ

		LEN

		DT

		OPT

		RP/#

		TBL#

		ITEM#

		ELEMENT NAME



		1

		4

		SI

		R

		

		

		01776

		Set ID - CON



		2

		250

		CWE

		O

		

		0496

		01777

		Consent Type



		3

		40

		ST

		O

		

		

		01778

		Consent Form ID 



		4

		180

		EI

		O

		

		

		01779

		Consent Form Number



		5

		64K

		FT

		O

		Y

		

		01780

		Consent Text



		6

		64K

		FT

		O

		Y

		

		01781

		Subject-specific Consent Text



		7

		64K

		FT

		O

		Y

		

		01782

		Consent Background



		8

		64K

		FT

		O

		Y

		

		01783

		Subject-specific Consent Background



		9

		64K

		FT

		O

		Y

		

		01784

		Consenter-imposed limitations



		10

		2

		CNE

		O

		

		0497

		01785

		Consent Mode



		11

		2

		CNE

		R

		

		0498

		01786

		Consent Status



		12

		24

		DTM

		O

		

		

		01787

		Consent Discussion Date/Time



		13

		24

		DTM

		O

		

		

		01788

		Consent Decision Date/Time



		14

		24

		DTM

		O

		

		

		01789

		Consent Effective Date/Time



		15

		24

		DTM

		O

		

		

		01790

		Consent End Date/Time



		16

		1

		ID

		O

		

		0136

		01791

		Subject Competence Indicator



		17

		1

		ID

		O

		

		0136

		01792

		Translator Assistance Indicator



		18

		1

		ID

		O

		

		0296

		01793

		Language Translated To



		19

		1

		ID

		O

		

		0136

		01794

		Informational Material Supplied Indicator



		20

		250

		CWE

		O

		

		0499

		01795

		Consent Bypass Reason



		21

		1

		ID

		O

		

		0500

		01796

		Consent Disclosure Level



		22

		250

		CWE

		O

		

		0501

		01797

		Consent Non-disclosure Reason



		23

		250

		CWE

		O

		

		0502

		01798

		Non-subject Consenter Reason



		24

		250

		XPN

		R

		Y

		

		01909

		Consenter ID



		25

		100

		IS

		R

		Y

		0548

		01898

		Relationship to Subject Table





9.1.4.0 CON Segment Field Definitions


9.1.4.1 CON-1   Set ID   (SI)   01776


Definition:
This field contains the number that identifies this segment instance within the message.  For the first occurrence of the segment, the sequence number shall be one, for the second occurrence, the sequence number shall be two, etc.


9.1.4.2 CON-2   Consent Type   (CWE)   01777


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)>


The component descriptions presented here are provided for readability.  The implementer should treat the component descriptions in Chapter 2 as the definitive content.


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 describes what the subject is consenting to, i.e. what type of service, surgical procedure, information access/release or other event.  For values see User-Defined Table 0496 – Consent Type.


User Defined Table 0496 – Consent Type


		Value

		Description

		Comment



		001

		Release of Information/MR / Authorization to Disclosure Protected Health Information

		Release of Info/ Disclosure



		002

		Medical Procedure (invasive)

		Medical Treatment/ Procedure 



		003

		Acknowledge Receipt of Privacy Notice

		Acknowledgement/ Notification



		004

		Abortion

		Medical Treatment/ Procedure 



		005

		Abortion/Laminaria

		Medical Treatment/ Procedure 



		006

		Accutane – Information

		Medical Treatment/ Procedure 



		007

		Accutane – Woman

		Medical Treatment/ Procedure 



		008

		Advanced Beneficiary Notice

		Acknowledgement/ Notification



		009

		AFP (Alpha Fetoprotein) Screening

		Medical Treatment/ Procedure 



		010

		Amniocentesis (consent & refusal)

		Medical Treatment/ Procedure 



		011

		Anatomical Gift (organ donation)

		Administrative 



		012

		Anesthesia - Complications

		Medical Treatment/ Procedure 



		013

		Anesthesia - Questionnaire

		Medical Treatment/ Procedure 



		014

		Angiogram

		Medical Treatment/ Procedure 



		015

		Angioplasty

		Medical Treatment/ Procedure 



		016

		Anticancer Drugs

		Medical Treatment/ Procedure 



		017

		Antipsychotic Medications

		Medical Treatment/ Procedure 



		018

		Arthrogram

		Medical Treatment/ Procedure 



		019

		Autopsy

		Administrative 



		020

		AZT Therapy

		Medical Treatment/ Procedure 



		021

		Biliary Drainage

		Medical Treatment/ Procedure 



		022

		Biliary Stone Extraction

		Medical Treatment/ Procedure 



		023

		Biopsy

		Medical Treatment/ Procedure 



		024

		Bleeding Time Test

		Medical Treatment/ Procedure 



		025

		Bronchogram

		Medical Treatment/ Procedure 



		026

		Cardiac Catheterization

		Medical Treatment/ Procedure 



		027

		Coronary Angiography

		Medical Treatment/ Procedure 



		028

		""      "" w/o Surgery Capability

		Medical Treatment/ Procedure 



		029

		Cataract Op/Implant of FDA Aprvd Lens

		Medical Treatment/ Procedure 



		030

		Cataract Op/Implant of Investigational Lens

		Medical Treatment/ Procedure 



		031

		Cataract Surgery

		Medical Treatment/ Procedure 



		032

		Cholera Immunization

		Medical Treatment/ Procedure 



		033

		Cholesterol Screening

		Medical Treatment/ Procedure 



		034

		Circumcision – Newborn

		Medical Treatment/ Procedure 



		035

		Colonoscopy

		Medical Treatment/ Procedure 



		036

		Contact Lenses

		Medical Treatment/ Procedure 



		037

		CT Scan - Cervical & Lumbar

		Medical Treatment/ Procedure 



		038

		CT Scan w/ IV Contrast Media into Vein

		Medical Treatment/ Procedure 



		039

		CVS (Chorionic Villus) Sampling

		Medical Treatment/ Procedure 



		040

		Cystospy

		Medical Treatment/ Procedure 



		041

		Disclosure of Protected Health Information to Family/Friends

		Release of Info/ Disclosure



		042

		D & C and Conization

		Medical Treatment/ Procedure 



		043

		Dacryocystogram

		Medical Treatment/ Procedure 



		044

		Diagnostic Isotope

		Medical Treatment/ Procedure 



		045

		Drainage of an Abscess

		Medical Treatment/ Procedure 



		046

		Drug Screening

		Medical Treatment/ Procedure 



		047

		Electronic Monitoring of Labor - Refusal

		Medical Treatment/ Procedure 



		048

		Endometrial Biopsy

		Medical Treatment/ Procedure 



		049

		Endoscopy/Sclerosis of Esophageal Varices

		Medical Treatment/ Procedure 



		050

		ERCP

		Medical Treatment/ Procedure 



		051

		Exposure to reportable Communicable Disease

		Medical Treatment/ Procedure 



		052

		External Version

		Medical Treatment/ Procedure 



		053

		Fluorescein Angioscopy

		Medical Treatment/ Procedure 



		054

		Hepatitis B - Consent/Declination

		Medical Treatment/ Procedure 



		055

		Herniogram

		Medical Treatment/ Procedure 



		056

		HIV Test - Consent Refusal

		Medical Treatment/ Procedure 



		057

		HIV Test - Disclosure

		Medical Treatment/ Procedure 



		058

		HIV Test - Prenatal

		Medical Treatment/ Procedure 



		059

		Home IV Treatment Program

		Medical Treatment/ Procedure 



		060

		Home Parenteral Treatment Program

		Medical Treatment/ Procedure 



		061

		Hysterectomy

		Medical Treatment/ Procedure 



		062

		Hysterosalpingogram

		Medical Treatment/ Procedure 



		063

		Injection Slip/ Consent

		Medical Treatment/ Procedure 



		064

		Intrauterine Device

		Medical Treatment/ Procedure 



		065

		Intrauterine Device/Sterilization

		Medical Treatment/ Procedure 



		066

		Intravascular Infusion of Streptokinase/Urokinase

		Medical Treatment/ Procedure 



		067

		Intravenous Cholangiogram

		Medical Treatment/ Procedure 



		068

		Intravenous Digital Angiography

		Medical Treatment/ Procedure 



		069

		Iodine Administration

		Medical Treatment/ Procedure 



		070

		ISG

		Medical Treatment/ Procedure 



		071

		IVP

		Medical Treatment/ Procedure 



		072

		Laser Photocoagulation

		Medical Treatment/ Procedure 



		073

		Laser treatment

		Medical Treatment/ Procedure 



		074

		Lithium Carbonate

		Medical Treatment/ Procedure 



		075

		Liver Biopsy

		Medical Treatment/ Procedure 



		076

		Lumbar Puncture

		Medical Treatment/ Procedure 



		077

		Lymphangiogram

		Medical Treatment/ Procedure 



		078

		MAO Inhibitors

		Medical Treatment/ Procedure 



		079

		Med, Psych, and/or Drug/Alcohol

		Release of Info/ Disclosure  



		080

		Medical Treatment - Refusal

		Administrative 



		081

		Morning-after Pill

		Medical Treatment/ Procedure 



		082

		MRI – Adult

		Medical Treatment/ Procedure 



		083

		MRI – Pediatric

		Medical Treatment/ Procedure 



		084

		Myelogram

		Medical Treatment/ Procedure 



		085

		Needle Biopsy

		Medical Treatment/ Procedure 



		086

		Needle Biopsy of Lung

		Medical Treatment/ Procedure 



		087

		Newborn Treatment and Release

		Medical Treatment/ Procedure 



		088

		Norplant Subdermal Birth Control Implant

		Medical Treatment/ Procedure 



		089

		Operations, Anesthesia, Transfusions

		Medical Treatment/ Procedure 



		090

		Oral Contraceptives

		Medical Treatment/ Procedure 



		091

		Organ Donation

		Administrative



		092

		Patient Permits, Consents

		Administrative 



		093

		Patient Treatment Permit, Release & Admission

		Administrative 



		094

		Penile Injections

		Medical Treatment/ Procedure 



		095

		Percutaneous Nephrostomy

		Medical Treatment/ Procedure 



		096

		Percutaneous Transhepatic Cholangiogram

		Medical Treatment/ Procedure 



		097

		Photographs 

		Release of Info/ Disclosure



		098

		Photographs - Employee

		Release of Info/ Disclosure 



		099

		Photographs - Medical Research

		Release of Info/ Disclosure 



		100

		Photographs - news Media

		Release of Info/ Disclosure 



		101

		Psychiatric Admission - Next of Kin

		Medical Treatment/ Procedure 



		102

		Psychiatric Information During Hospital Stay

		Release of Info/ Disclosure 



		103

		Public Release of Information

		Release of Info/ Disclosure 



		104

		Radiologic Procedure

		Medical Treatment/ Procedure 



		105

		Refusal of Treatment

		Administrative



		106

		Release of Body

		Administrative



		107

		Release of Limb

		Administrative



		108

		Rh Immune Globulin

		Medical Treatment/ Procedure 



		109

		Rights of Medical Research Participants

		Administrative 



		110

		Request to Restrict Access/Disclosure to Medical Record/Protected Health Information

		Release of Info/ Disclosure



		111

		Request for Remain Anonymous

		Release of Info/ Disclosure



		112

		Seat Belt Exemption

		Administrative 



		113

		Sialogram

		Medical Treatment/ Procedure 



		114

		Sigmoidoscopy

		Medical Treatment/ Procedure 



		115

		Sterilization - Anesthesia & Medical Services

		Medical Treatment/ Procedure 



		116

		Sterilization -Federally Funded

		Medical Treatment/ Procedure 



		117

		Sterilization – Female

		Medical Treatment/ Procedure 



		118

		Sterilization - Laparoscopy/Pomeroy

		Medical Treatment/ Procedure 



		119

		Sterilization - Non-Federally Funded

		Medical Treatment/ Procedure 



		120

		Sterilization - Secondary

		Medical Treatment/ Procedure 



		121

		Tranquilizers

		Medical Treatment/ Procedure 



		122

		Transfer - Acknowledgement

		Medical Treatment/ Procedure 



		123

		Transfer – Authorization

		Medical Treatment/ Procedure 



		124

		Transfer Certification - Physician

		Medical Treatment/ Procedure 



		125

		Transfer/Discharge Request

		Medical Treatment/ Procedure 



		126

		Transfer for Non-Medical Reasons

		Medical Treatment/ Procedure 



		127

		Transfer - Interfaculty Neonatal

		Medical Treatment/ Procedure 



		128

		Transfer Refusal

		Medical Treatment/ Procedure 



		129

		Transfer Refusal of Further Treatment

		Medical Treatment/ Procedure 



		130

		Treadmill & EKG

		Medical Treatment/ Procedure 



		131

		Treadmill, Thallium-201

		Medical Treatment/ Procedure 



		132

		Typhoid

		Medical Treatment/ Procedure 



		133

		Use of Investigational Device

		Medical Treatment/ Procedure 



		134

		Use of Investigational Drug

		Medical Treatment/ Procedure 



		135

		Venogram

		Medical Treatment/ Procedure 



		136

		Videotape

		Release of Info/ Disclosure



		1137

		Voiding Cystogram

		Medical Treatment/ Procedure 





9.1.4.3 CON-3   Consent Form ID and Version   (ST)   01778


Definition:
Identifies a specific version of a consent form used to record the consent.  A given version of a consent form implies a particular set of wording that appears on the form.


9.1.4.4 CON-4   Consent Form Number   (EI)   01779


Components:  <Entity Identifier (ST)> ^ <Namespace ID (IS)> ^ <Universal ID (ST)> ^ <Universal ID Type (ID)>


The component descriptions presented here are provided for readability.  The implementer should treat the component descriptions in Chapter 2 as the definitive content.


Components:  <Entity Identifier (ST)> ^ <Namespace ID (IS)> ^ <Universal ID (ST)> ^ <Universal ID Type (ID)>


Definition:
Uniquely identifies a specific recorded consent.  This may be the number assigned to an electronic consent, or may be the number on a printed consent form.


9.1.4.5 CON-5   Consent Text   (FT)   01780


Definition:
Describes the specific procedures/information releases/events the subject is consenting to.


9.1.4.6 CON-6   Subject-specific Consent   Text (FT)   01781


Definition:
Describes any additions or variations to the standard procedures/information releases/events from a standard consent that are applicable to the subject whose consent is sought.


9.1.4.7 CON-7   Background Text   (FT)   01782


Definition:
Describes any additional information relating to the procedure/information release/event that needs to be understood by the subject for informed consent.  May include the reason for the service, the expected benefit, risks, etc.


9.1.4.8 CON-8   Subject-specific Background Text   (FT)   01783


Definition:
Describes any additions or variations to the standard additional information that needs to be understood by the patient for informed consent.  May include a description of benefits and risks that are specific to the subject from whom consent is sought.  May also include an indication that there are no subject-specific risks/benefits.


9.1.4.9 CON-9   Consenter-imposed Limitations   (FT)   01784


Definition:
Describes any restrictions or limitations placed on their consent by the subject.


9.1.4.10 CON-10   Consent Mode   (CNE)   01785


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)>


The component descriptions presented here are provided for readability.  The implementer should treat the component descriptions in Chapter 2 as the definitive content.


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:
The method in which a subject provides consent.


HL7 Table 0497 – Consent Mode


		Value

		Description

		Comment



		V

		Verbal

		



		W

		Written

		



		T

		Telephone

		





9.1.4.11 CON-11   Consent Status   (CNE)   01786


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)>


The component descriptions presented here are provided for readability.  The implementer should treat the component descriptions in Chapter 2 as the definitive content.


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:
Indicates whether consent has been sought and granted.


HL7 Table 0498 – Consent Status


		Value

		Description

		Comment



		A

		Active – Consent has been granted

		



		L

		Limited – Consent has been granted with limitations

		



		R

		Refused – Consent has been refused

		



		P

		Pending – Consent has not yet been sought

		



		X

		Rescinded – Consent was initially granted, but was subsequently revoked or ended.

		



		B

		Bypassed (Consent not sought)

		





9.1.4.12 CON-12   Consent Discussion Date/Time   (DTM)   01787


Components:  <Time (DTM)> ^ <DEPRECATED-Degree of Precision (ID)>


Definition:
Identifies the time when consent was discussed with the subject.  This should only be specified if this differs from the time the consent decision is made.


9.1.4.13 CON-13   Consent Decision Date/Time   (DTM)   01788


Components:  <Time (DTM)> ^ <DEPRECATED-Degree of Precision (ID)>


Definition:
Identifies the time when the decision to grant/refuse consent was made.  In the case of written consent, this is the time the consent form is signed.


9.1.4.14 CON-14   Consent Effective Date/Time   (DTM)   01789


Components:  <Time (DTM)> ^ <DEPRECATED-Degree of Precision (ID)>


Definition:
The time the consent becomes/became effective.  This only needs to be specified if the time differs from the Consent Decision Date/Time


9.1.4.15 CON-15   Consent End Date/Time   (DTM)   01790


Components:  <Time (DTM)> ^ <DEPRECATED-Degree of Precision (ID)>


Definition:
The time the consent becomes ineffective.  If not specified, the consent is assumed to be indefinite.  For consents relating to information release, the end date/time is the date by which the released information must be returned/destroyed.


9.1.4.16 CON-16   Subject Competent Indicator   (ID)   01791


Definition:
Identifies whether the subject was deemed competent to provide consent.  Refer to table HL7 table 0136 – Yes/No Indicator

9.1.4.17 CON-17   Translator Assistance Indicator   (ID)   01792


Definition:
Identifies whether translation was (or will be) required to obtain informed consent from the subject.  Refer to table HL7 table 0136 – Yes/No Indicator

9.1.4.18 CON-18    Language Translated To  (ID)   01793


Definition:
Identifies the language the consent material must be translated to.  Refer to User-Defined Table 0545 – Language Translated To for values.  This table may be populated with values similar to those that may be found in ISO table 639 – Language Codes.

User Defined Table 0545 – Language Translated To


		Value

		Description

		Comment



		

		No Suggested values.

		





9.1.4.19 CON-19   Informational Material Supplied Indicator   (ID)   01794


Definition:
Identifies whether additional educational or reference material was provided to the subject as part of the consent process.  Refer to table HL7 table 0136 – Yes/No Indicator.

9.1.4.20 CON-20   Consent Bypass Reason   (CWE)   01795


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)>


The component descriptions presented here are provided for readability.  The implementer should treat the component descriptions in Chapter 2 as the definitive content.


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:
Identifies why the subject’s consent was not sought.  This field must be populated when CON.11 (Consent Status) is B – Bypassed.


User Defined Table 0499 – Consent Bypass Reason


		Value

		Description

		Comment



		E

		Emergency

		



		PJ

		Professional Judgment

		





9.1.4.21 CON-21 Consent Disclosure Level (ID)   01796


Definition:
Identifies how much information was disclosed to the subject as part of the informed consent process.


HL7 Table 0500 – Consent Disclosure Level


		Value

		Description

		Comment



		F

		Full Disclosure

		



		P

		Partial Disclosure

		



		N

		No Disclosure

		





9.1.4.22 CON-22   Consent Non-Disclosure Reason   (CWE)   01797


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)>


The component descriptions presented here are provided for readability.  The implementer should treat the component descriptions in Chapter 2 as the definitive content.


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:
Identifies why the subject did not receive full disclosure. .


User Defined Table 0501 – Consent Non-Disclosure Reason


		Value

		Description

		Comment



		E

		Emergency

		



		RX

		Rx Private

		



		PR

		Patient Request

		





9.1.4.23 CON-23   Non-Subject Consenter Reason   (CWE)   01798


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)>


The component descriptions presented here are provided for readability.  The implementer should treat the component descriptions in Chapter 2 as the definitive content.


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:
Identifies why consent was granted by a person other than the subject of the consent.


User Defined Table 0502 – Non-Subject Consenter Reason


		Value

		Description

		Comment



		MIN

		Subject is a minor

		



		NC

		Subject is not competent to consent

		



		LM

		Legally mandated

		





9.1.4.24 CON-24 Consenter ID  (XPN)  01909


Components:  <Family Name (FN)> ^ <Given Name (ST)> ^ <Second and Further Given Names or Initials Thereof (ST)> ^ <Suffix (e.g., JR or III) (ST)> ^ <Prefix (e.g., DR) (ST)> ^ <DEPRECATED-Degree (e.g., MD) (IS)> ^ <Name Type Code (ID)> ^ <Name Representation Code (ID)> ^ <Name Context (CE)> ^ <DEPRECATED-Name Validity Range (DR)> ^ <Name Assembly Order (ID)> ^ <Effective Date (TS)> ^ <Expiration Date (TS)> ^ <Professional Suffix (ST)>


Subcomponents for Family Name (FN):  <Surname (ST)> & <Own Surname Prefix (ST)> & <Own Surname (ST)> & <Surname Prefix From Partner/Spouse (ST)> & <Surname From Partner/Spouse (ST)>


Subcomponents for Name Context (CE):  <Identifier (ST)> & <Text (ST)> & <Name of Coding System (ID)> & <Alternate Identifier (ST)> & <Alternate Text (ST)> & <Name of Alternate Coding System (ID)>


Subcomponents for DEPRECATED-Name Validity Range (DR):  <Range Start Date/Time (TS)> & <Range End Date/Time (TS)>



Note subcomponent contains sub-subcomponents


Subcomponents for Effective Date (TS):  <Time (DTM)> & <DEPRECATED-Degree of Precision (ID)>


Subcomponents for Expiration Date (TS):  <Time (DTM)> & <DEPRECATED-Degree of Precision (ID)>


The component descriptions presented here are provided for readability.  The implementer should treat the component descriptions in Chapter 2 as the definitive content.


Components:  <Family Name (FN)> ^ <Given Name (ST)> ^ <Second and Further Given Names or Initials Thereof (ST)> ^ <Suffix (e.g., JR or III) (ST)> ^ <Prefix (e.g., DR) (ST)> ^ <Degree (e.g., MD) (IS)> ^ <Name Type Code (ID)> ^ <Name Representation Code (ID)> ^ <Name Context (CE)> ^ <Name Validity Range (DR)> ^ <Name Assembly Order (ID)> ^ <Effective Date (TS)> ^ <Expiration Date (TS)> ^ <Professional Suffix (ST)>


Subcomponents for Family Name (FN):  <Surname (ST)> & <Own Surname Prefix (ST)> & <Own Surname (ST)> & <Surname Prefix From Partner/Spouse (ST)> & <Surname From Partner/Spouse (ST)>


Subcomponents for Name Context (CE):  <Identifier (ST)> & <Text (ST)> & <Name of Coding System (ID)> & <Alternate Identifier (ST)> & <Alternate Text (ST)> & <Name of Alternate Coding System (ID)>


Subcomponents for Name Validity Range (DR):  <Range Start Date/Time (TS)> & <Range End Date/Time (TS)>


Subcomponents for Range Start Date/Time (TS):  <Time (DTM)> & <Degree of Precision (ID)>


Subcomponents for Range End Date/Time (TS):  <Time (DTM)> & <Degree of Precision (ID)>


Subcomponents for Effective Date (TS):  <Time (DTM)> & <Degree of Precision (ID)>


Subcomponents for Expiration Date (TS):  <Time (DTM)> & <Degree of Precision (ID)>


Definition: Identification of the individual(s) who are consenting.


9.1.4.25 CON-25 Relationship to Subject  (IS)  01898


Definition: Identification of the relationship of the consenter to the subject.


User-Defined Table 0548 – Signatory’s Relationship to Subject


		Value

		Description

		Comment



		1

		Self

		



		2

		Parent

		



		3

		Next of Kin

		



		4

		Durable Power of Attorney in Healthcare Affairs

		



		5

		Conservator

		



		6

		Emergent Practitioner (practitioner judging case as emergency requiring care without a consent)

		



		7

		Non-Emergent Practitioner (i.e. medical ethics committee)

		





Medical-legal Agreements (consents) 


Updated 9/14/05. Updated 1/10/06.




_1198578094.doc
Medical Records/Information Management TC


Agenda for May 2006 Working Group Meeting:


Tuesday:


Q1 – Joint with structured documents


· Discuss feedback from both DSTU & V3 normative ballot


Q2 – Q 4 Ballot reconciliation

Wednesday:


Q1 - Develop V2.7

Q2 – Identify new work of interest to both Committees (structured documents 


Q3 – Develop V2.7

Q4 – Continue working consents, agenda development, identify action items

Thursday: 


Q1 & Q2 – will request additional meeting time.

Develop V2.7


· Clinical document directory trigger events, messaging, and use cases (cut & paste from V3).


· Query messaging


· Consent work


Canadian Health Care Infoway consent requirements presentation. (TC expectation is a fully developed set of fully ballot ready materials).  Materials will be submitted to the list serve minimally 2 weeks in advance of the working group meeting.

Action Items:

1. John – write preamble on queries


2. Teleconference – mid February - Nancy

3. Storyboard – one step query – Bob will do?


4. Compile the DSTU & meet with publishing – Bob?


5. Review Decision Making Document at next meeting


6. Draft an initial version of V2.7 based on current V2.6 plus the incremental advancement of CDD from V3 and the consent work prior to the next WGM. - Matt



