
EHR Working Group Meeting Minutes
San Antonio, Texas 
January 15-19, 2012
	
********************************************************************************************
Voting Item Summary

There was one voting item related to the rework of the Mission and Charter. 

********************************************************************************************
Followup Items
Call times for metadata and electronic signature discussions.
Continued coordination between the FIM and the ISO continuity of care document
********************************************************************************************
Conference Calls

RMES – focusing on metadata             1200 Noon Eastern, 0900 Pacific          every Monday
Interoperability call –focusing on FIM   1400 Eastern, 1100 Pacific                    every Tuesday
EHR Work Group		          1500 Eastern, 1200 Pacific	        every Tuesday
Personal Health Records                      1200 Noon Eastern, 0900 Pacific          every Wednesday
ESMD (Elec. Submitted Electronic Documentation  1100 Eastern, 0800 Pacific     every Thursday


********************************************************************************************
Next Working Group Meeting
The next Working Group Meeting will be held in Vancouver, British Columbia, May 2012.  

********************************************************************************************
Working Group Meeting Attendance:   See attached


					


********************************************************************************************		
Quorum
Quorum for next trimester:   6 plus the presiding chair

********************************************************************************************



Monday 
January 16, 2012
Q1

Introductions were accomplished.
The minutes from the San Diego meeting were posted to the Wiki on Friday---please review them and they will be voted on Tuesday morning.
Project List:   The project list was reviewed and will be updated according to input from the artifact owners.
EHR-S FM R.1.1 will be offered for review 
EHR-S FM R2 has been submitted to ISO TC215 as a joint ballot (IHTSDO, CDISC, ISO TC 215, HL7)
VRFP is ready to be published this week. It is an Informative Standard that will not likely be promoted to Normative.
Pharmacist_Pharmacy Function Profile
Stand-Alone ePrescribing Pharmacy Profile (needs to be published; Informative; no intention of moving forward)
Public Health Functional Profile. Balloted last may. Ready to publish this month. Includes Cancer and Early Hearing Detection and Intervention). Working on other domains (Occupational Health, Health Statistics, etc.) to be balloted in May 2012. Hope to convert PHFP to R2 later in 2012.
RMES FP Implementation Guide Environmental Scan
Child Health Neonatology Profile for EHR Systems R1.0
Electronic Nutrition Care Process Record System (ENCPRS). Informative last year; probably balloting as Normative in 2013 (to be based on EHR-S FM Release 2).
Emergency Department FP 2.0
PHR WG White Paper “Balancing the Integrity and Value of Personal Health Records with Consumer Adoption, Current Health Information Technology Standards, and Privacy Rights: A discussion of the alteration of professionally-sourced data”. Let Lynn Lasko know that the this project will be complete
PHR-S FM ISO/HL7 Project 1. February 1, 2012 is our target date for completing and submitting to ISO TC215.
Payor Linked Functional Profile (not-yet completed, not-yet balloted)
Health Authority Functional Profile (completed)
(The EHR Interoperability Model and Lifecycle Models have been incorporated into EHR-S FM R2)
CDAr2 Reference Profile for Electronic Health Records Interoperability can be removed from this project list.
Tooling that supports Functional Models and Profiles
EHR-S Functional and Information Model. This project may eventually be release as “EHR-S FM R2.1”.

Don Mon reported that the HL7 Board is currently considering making Domain Analysis Models (DAM) and Functional Profiles available to the public at no cost. This will be a pilot program. Since these types of HL7 Intellectual Property are readable by non-informatics professionals, these artifacts can be considered “marketing”. There were suggestions that the Board also consider making licenses for the EHR-S FM R2 available at no coast. Also, older artifacts from which HL7 is unlikely to receive revenue. Since ISO TC215 is a joint owner of the IP, they must be considered before making licenses for these HL7’s artifacts available at no cost.
Lisa Spellman agreed to make “ISO 13940 CONTSYS – System of Concepts for Continuity of Care” available to the EHR WG and PHR WG for use in referring to – and harmonizing – the standards.
http://en.wikipedia.org/wiki/system_of_Concepts_to_support_continuity_of_care 


Monday 
January 16, 2012
Q2

Topic #1:    RM-ES (Michelle Dougherty and Reed Gelzer)
	
	Supporting Documentation 


[bookmark: _MON_1388247124]		                
		

Michelle provided an overview of the RM&ES profile and the work to date for that profile
Eight areas of attention:
Attestation/nonrepudiation
Authentication and Authorization
Patient Identity 
Retention and Archiving
Validity check
Record Output and exchange
Auditing (metadata) and validation support
Alter/amend/correct.
Electronic Submission of Medical Data (ESMD)
ESMD has become an S&I framework initiative  
Reed:   guidance/business rules/functional requirements consistent
US Realm:   CMS exchanging information but are concerned about integrity.
The project is not intended to produce an ESMD profile and is intended to inform only at this time.
Progress note output
Clinical document with all of the layers of information that are needed for claims review---not for medical review.   Who did what when and does that match up with what CMS is being asked to pay 	for.
Accuracy of data in the exchange environment.
Richard Dixon Hughes:   there is a body of work regarding what is really relevant and should be included in the medical record.  Should it all be in the record?   What should be contained for life in the record?   What is the minimum or maximum set of data that should be included.   Do you store all body scans for all time?  
Reed:   What data comes in from devices for evidentiary purposes has not yet been determined.    Part of the RMES ---according to standards, policy and regulation---you need to have imbedded in your system the record keeping according to these policies etc.

Issues with fraud:      ‘Make me the author’:   even though nurse A provided the service, Doctor A gets assigned the work in order to be paid a higher price.
ESMD:	Author of record project
		Signatures and business rules for signatures
		Articulating what may become CMS requirements for 				signatures
Participation Information
Calls are held weekly
ONC website:   S&I Framework;  sign up as an observer or as an active participant under ESMD.  The S&I work will start in the March timeframe

Followup Item
	Richard expressed that Australia is looking at some of the very same things---and is interested in what the US might be discussing

Topic #2:   Mission and Charter Review
The group started the review of the Mission and Charter which is dated 2009.  
MOTION: [Helen Stevens, Sasha Bojicic. Unanimously approved] The EHR WG agrees to update its Mission / Charter document to include a definition of a “Functional Model Infrastructure” (including tooling, methodology, and governance) which may be used to develop consistent and conformant functional models as well as functional profiles.
Further work will be done on this in the weekly meetings.  







Monday
January 16, 2012
Q3

Topic:    Functional and Information Model (Steve Hufnagel)

	




			

Nicholas Oughtibridge spoke briefly regarding the Continuity of Care Concept Model.project he is developing using ISO 13940.  The shared concern is the work that is being done in England with the ISO13940 and the work being proposed----the FIM---may be in conflict with each other.   There is a desire to harmonize the FIM and ISO13940.   Concurrent care is what becomes difficult.   A simple handover is not adequate.

Steve’s comments during his presentation:  
Build small, manageable models that are user approved and can be reused.
Want to make it easier for engineers so people can look at the context in which things are used.
Looking at how the EHRS FM fits within the SAIF.
How we would support the detailed clinical models and DAMs etc.
Looking at using Sparx EA and experimenting with how the tool can be used to build the artifacts.
The plan is to demonstrate  prototypes of increasing complexity.   	The continuity of care (being the most complex).
Findings as Steve is working with the EHR-S FM:  
Suggests that SHALL’s should be grouped together  
Don suggested that the criteria are arranged in order and to group 	all of the shalls within a function looses the readability.   He feels 	that tooling should be able to leave the criteria in order and allow 	grouping through filtering. 
Further information on ISO 13940
Draft ISO standard by June:    would need feedback by May, 2012
NHS model which conforms exactly to COMCIS….would allow you 			to read the content without access to the ISO document (which 			could be a concern for a non ISO member)






Monday
January 16, 2012
Q4

Topic #1:    Overarching Criteria and Inheritance (all)

	Questions:   	a.  Should overarching criteria in R2 be collapsed or be made 					specific?
			b.  How does inheritance of children and parents work?  	

Lenel:   when originally developed, one of the beliefs was that not all EHR systems need a record for court.   If the overarching are required, then you might have to go to court.   So not all of the overarching are SHALL’s ---they do not necessarily apply in every situation.
The original intent of ‘overarching’ was to create a ‘defacto’ set of standards.  
Should there be ‘should’  in the overarching?    Yes, because even though not needed needed as a SHALL, the criteria was seen as  important enough to take a look at during profiling.   This was a way to flag that.  
Should there be a link between overarching and the should/shall at the function level.    No.   Because at the profile level, there is the requirement that a function have at least one SHALL criteria.---so profiling makes the changes.
Could you add another overarching criteria when you are in profiling….can you expand?   Yes---this would be allowed.
Trust Infrastructure is not quite done…..4 subsections still need to be added---this might be a reason not to collapse the criteria yet.
Inheritance:  
	You inherit your ancestors not you dependents.   Everything is derived 	from the parents.  
Does the parent automatically include all of the children?   Yes.
If you choose the parent, you must select all of the children
If you point to 2 of 3 children and do not point to the parent----can you do that.

Conformance criteria listed in a parent function SHALL be inhereited by all its 	children and descendants.   Page 6.
CP 4.2 and all of its children 
Or CP 4.2. and all of its descendents.
	What is the correct wording?  

Followup item:
Corey needs:  Identify types of profiles and the rules that apply to each
Parking lot issue:    we collapse, RI and TI at the overarching level or do we let 	them be exploded.  This needs to be handled as ballot comments. 

Topic #2 :    Diabetes DS project and Data  (Don Mon and Crystal Kallem)

	Don presented on the need for data standards.   

	The notion of computable clinical concepts.  
Clinicians define what they need.   The discussion of a clinical concept has a semantic notion.    We might define it differently, but we really have different definitions about what we mean.  
First there is a need to define the clinical concepts, the variables and the variation in the variables.
Take the atomic data elements in the ehr, value of each test so they can be subtracted from each other, do not allow the EHR to declare  yes or no
Get the data standard and get that into certification----collect as computable data elements and not as y/n.
Customers need this kind of stuff- so if the eHR WG did this, it would be significant to these agencies.
CMS ---specify constraints within the CDA.  ----specify what the answer/data content is and that it be part of the computable.   
Are you building terminology?   No?   Yes.   Jim says yes, because you will be needing LOINC and/or SNOMED codes which then may need to be created.  
Find atomic data that can be sent for one purpose and also repurposed as needed.  
Where could this be used?
	NIST – certification
	Structured Doc:   include in CDA
	3M database that has a dictionary that carries a code 
Metadata as well as the atomic data in the EHR would be used.    We would only be interested in the computability.  
Comparative effectiveness
SD is developing new heuristics for QRDA----all of the data criteria are being pooled into a library of Q D E and are being mapped to the data elements.   
CBCC discussed coming up with a SD that represents their work similarly.  
‘The Beth Acker problem.’  The complexity of having a singular issue that weaves through multiple HL7 workgroups.   Terminology?   Should have vocab involved.  Etc.   
Shelli – this also leads to clinical decision support.   
What does Don need from this workgroup?
Review/awareness since working with CMS and the FDA
Does this resonate with the group?  Seems to?  Yes
How can this be a coordinated effort between the work groups?    Then we will 	need individuals who are interested in this.   May provide the opportunity for new 	blood.
Timeframe:    Wants to launch this earlier in the year.    


Topic #3:	Update on the Diab-DS White Paper  (Crystal Kallem)

Diabetes DS white paper is on the EHR work group Wiki.
Also a 2 page summary about the project itself.    Presented at the AMIA meeting
Rachel went to an FDA meeting ---they are using our spreadsheet for 
Catherine Hogue and Jay Lyle did a review and are interstested in seeing this 	work effort moving forward.
Rachel would like to convene the stakeholders who would be interested in moving this into a formal DT1 DAM.
May be a more international interest ---e.g. Australia, Canada, Holland



**************************************************************************************************
Tuesday 
January 17, 2012
Q1

Joint Meeting with CIC and Medical Devices
Topic #1:   Functional Information Model (Steve Hufnagel)
Types of modeling experimented with include swim lanes with work flows
Conceptual Information Model:   experimenting with multiple ARC’s.  
Logical Data Models – the detail, extent and tracability of these models.   
Should they be RiM compliant?   From an HL7 perspective yes
The DOD may want these to be traceable to the Federal Health Information Model.
ISO 13940  Continuity of Care System of concepts and glossaries.
Is the glossary hierarchy of the ArB aligned with the ISO13940 Cont of Care?   
Data elements get associated with a certain functions:  Yes
Domain analysis models:
Diab DS data strategy models
Continuity of care that brings in most of the functions from the 
Use of notional scenarios rather than purist data flows

Topic #2:   VA/DOD project (Mark Janczewski)

Dr. Mark Janczewski provided an informal introduction to the Department of Veterans Affairs/Department of Defense (VA/DoD) Integrated Electronic Health Record (iEHR) effort to stimulate thinking and future discussion of how a large health care enterprise can provide input (i.e. additional functions and conformance criteria) to the evolving EHR-S Functional Model and Functional Profiles..






Tuesday 
January 17, 2012
Q2

Topic #1:  Clinical Research Functional Profile and ISO (Mitra Rocca)







Topic #2:  PHR-S FM overview and work list

John reviewed the outstanding items associated with the PHR-S FM.  We will work on these through the week.


Tuesday 
January 17, 2012
Q3

Topic #1:   EHRs and PHRs in Africa (John Ritter and Gora Datta)

The original speaker for this presentation was unable to attend the WGM.  John and Gora provided a background on mobile devices and use of PHR’s in Africa.  Africa’s technology is diverse as the country is diverse. 

Don Mon indicated that the HL7 International Council should have this as an activity.
You can ask that countries be affiliates, but it is necessary for the country to take responsibility.

Considerations in outreach
ISO – is there an African national member body?    Not as an active member in ISOTC215---but may be in other areas of ISO.  Lisa will review the ISO WG to see if there is membership.  South Africa and some other African countries do participate in ISO.

There is an initiative underway through the Joint Initiative Council (JIC).  
Doug – CDC might be able to connect us through the work they are doing with mobile devices
LMIC (Low and Medium Income Countries)
Consideration:   Create a category to become an observing member---HL7 does not have such a category at this point.   Keep the cost ceiling down.
Distance learning courses
Teaching the teacher  in order to continue understanding 
Public Health Data Center Taskforce (is this part of the consortium)
OpenMRS – capture data and report on data 
In developing countries,  consider loosening up the policy around HL7 IP----give our IP to a reputable institution in the developing world.   Once they start using it then it becomes a charge.

Topic #2:   PHR-S FM Reconciliation Item Discussion
	Item:    Consider adding this proposed wording:  The system may provide the 	ability 	to merge multiple PHR accounts.

	Lenel explained that we might have a person with several PHR’s and may need 	to merge these OR may need to nominate one as primary with all others being 	secondary and needing to have data sent to them downstream. 
	
	Mark Shafferman – concern that the word ‘account’ is a billing entity----not a 	record.  This is not consistent with the definition within other portions of HL7.

	Suggestions:   PHS Record or PHR Patient Record, diary, Personal Health 	Patient Record
	
	Mark asked that this be further discussed. 


Tuesday 
January 17, 2012
Q4

Topic #1   Personal Health Records, Social Media and mobile devices.  (John Ritter, Doug Dormer and Lenel James) 

(Next year this will be known as the eConsumer Committee.)
Should the PHR-S FM standard somehow interact with and cause the need for considering the addition of items such as Social Media etc.
Update of December presentation by the HIMSS PHIT task force
Collaboration between the 2 groups and the aligned objectives
HIMSS  is by, for and about physicians.  
mHIMSS – all about medical devices
Does Hl7 have an opportunity to advance the discussion ?  How do we promote the notion of a standard and how a standard helps overcome barriers.
Resources
	Mayo Clinic Center for Social Media
	#HCSM
	Dan Bowman  Fiercehealth IT
	Healthy Roads and HealthyLife  Payer/insurer centric 
	http://healthsocmed.com/2012/01/15/hcsm-january-15-2012/
Regulatory considerations
	42CFR Part 2  Substance abuse
	FDA Draft regulation for advertising.
Should we be involved in interoperability through mobile devices.  
Talk about standards in the HIMSS context?   

To do:
	HL7/HIMSS--Going to put together a white paper on Social Media
	What does HL7 owe HIMSS?
	HL7 Recommendations to HIMSS PHIT Task force
	Consideration for the FM----no suggestions from HIMSS.---may need to 	wait a while.
	Thoughts for HIMSS in February – does something need to be prepared?

Topic #2:   Profile Tooling for R2 (Corey Spears)

Official Project that is sponsored by Tooling
Project proposals will be submitted to the Tooling WG
		Due:  April 2
		Will be announced in the May meeting
		EHR will submit a proposal
	
Profiling Tool discussion needs listing
	+ = high need
	-  = low need
+Chapter 2 conformance requirements.
++Must deliver a conformant profile
-Accept ballot comments to be able to import the sets of comments from various reviewers and allow reconciliation of comments and modify the original 	content of R2. Traceability of the ballot process to the various profiles.
-Compare profiles at the conformance level, description of functional statement, definition of conformance statements, definition of conformance statements
+Maintenance of profiles
-Merge profiles
+Maintain history of changes to profiles and the base models
+History of optionality of a criteria
Out of scope:   Referential integrity of the database
-Capture institutional memory
Allow capture of comments
-Generate the publication documents
-Attach front matter to publications (Overview, conformance,)
Reporting function
+Browsing/search capability
Initialize to a new release (restart condition)   automatic update to the new version which becomes the new (abstract the content from the tool and import the new base)
Targeted search—keyword search
+Global substitute
+Backup for an archived copy 
+Text formatting tools highlight, bold, italicize, underline etc.
+output format  HTML, PDF
-HL7 Publication format
+Undo function
+Simple copy /paste of text
-Function Copy/paste
	


 Do we need to provide for a collaborative environment?
Need to be multiuser ---multiple people working on a single profile at the same time?
User management	
Access control
Workflow management		
Linking conceptual model to 

	
Corey will take the top needs to tooling.   This will have to be further refined by the WG and Corey will set up a poll through which we will establish the most critical needs of all listed.  Timeframe – over the next few weeks.  


Tuesday
January 17, 2012
Q5

Topic:  Birds of a Feather.   EHR-S FM Release 2 Overview






**************************************************************************************************
Wednesday Morning Breakfast Meeting
  Comments from the Chair
Internationalization
Separating membership from IP
Tying together
Strategy, business plan, operations
Committee, task force changes
Tooling (publishing and implementation)
Succession planning

   Board Decisions from Tuesday evening
A one-year pilot program to license HL7 domain analysisi models and FPs at no cost, subject to the individual registering his/her self and agreeing to the terms of a click through license

To Hold the May 2013 WGM in Bordeaux France.

    Frank Oemig:   www.Geocaching.com
			Hl7 Affiliate word travel Bug






Wednesday 
January 18, 2012
Q1 

Topic #1: Joint meeting with Security:   Metadata   

Question: Is the EHR-S FM R2’s “Trust Infrastructure” Section an effective approach to address the security concerns of those who are tasked with creating EHR system requirements?
Answer: Any design should use a risk-assessment model or methodology (e.g., the “Security Cookbook”) in order to minimize risks in terms of safety, security, and effectiveness. A Functional Profile should express the results of its risk assessment; the EHR-S FM Overview Chapter and/or Conformance Chapter ought to specify the expectation that Functional Profile developers ought to conduct risk assessments when including Trust Infrastructure functions in their Functional Profiles.

Lenel James offered an overview of a proposed “Functional Profile Metadata template”. This template will collect information that describes a given Functional Profile. The Security Work Group suggested that a “Risk Assessment” section should be added to the “Functional Profile Metadata template”. This would guarantee that Functional Profile developers actually perform the task of considering risks that are related to their Functional Profile design.

An Advanced Notice of Proposed Rulemaking (ANPR) notice was offered by the U.S. Government in 2011 that states that metadata ought to be collected in terms of the Identity, Provenance, and Confidentiality –related aspects of healthcare data. Gary Dickinson then led an analysis of the Trust Infrastructure Section of the EHR-S FM R2 determine whether that Section meets the needs of the ANPR. The RM-ES team developed those criteria by first identifying the categories that require metadata, and then identifying the triggers that trigger the collection of the metadata. (Other actions related to the metadata need to be addressed in the future, such as the various uses of the metadata.) “RI.1.1” lists various metadata-related triggers.
A question was raised regarding the distinction between the audit log and the metadata. Metadata-collection-events should be categorized in the Functional Model as “Events”, rather than categorizing Metadata-collection-events as “Audit Log records”. Perhaps the “TI.2” Section might be better named: “Event Attribute Management” rather than “Audit”.
Members of CBCC and Security WG were asked to join the Monday calls as further development takes place.
The group agreed to a joint session in Vancouver to review metadata as well as R2 progress.





Wednesday
January 18, 2012
Joint Meeting with PHER, PC and Patient Safety
Q2 

Topic #1:  Update on PHER Functional Profiles (Lori Fourquet and Hetty Khan)


	  

The Public Health Data Standards Consortium (PHDSC) has been working on the creation of various Public Health Functional Profiles of the EHR-S FM., namely:
Vital Records (was developed between 2008-2011 by the National Center for Vital Statistics and the VR Work Group)
Early Hearing Detection and Intervention (EHDI)
Cancer
Lori provided examples of the process used to develop the EHDI and Cancer profiles.
New Public Health Functional Profiles are on the existing roadmap, namely: Birth Defects, Public Health Laboratory, Occupational health, and Health Statistics.
Other Public Health Functional Profiles are being considered.
Discussions are being initiated with the Authorized Certification and Testing Bodies in the USA to promote the certification of Public Health –related EHR systems..
Tooling is needed to help coordinate the review of existing FPs and to create new (or derived) FPs.
For project materials, see https://wiki.phdsc.og/index.php/EHR-PH_Project_Year3  or contact Alla Friedman at afridman@phsdc.org 

Topic #2:   Patient Safety Work Group (PS WG---Mead Walker)
Activities:
Individual case Safety Report (ICSR) standard has recently been completed (through the JIC) to become an ISO standard.
The WG has been focusing on adverse event reporting.
The PS WG has not been considering the creation of a Patient Safety Functional Model, but is considering the risk to Patient Safety that may occur if certain patient-records were deleted (in an fashion that was not well-governed).
Question: How should Patient Safety best be considered as part of the EHR-S FM? Perhaps the JIC could consider channeling a Patient-Safety –related project through the ISO process.
The PS WG will consider participating in the development and/or review of the new Trust Infrastructure Section of Release 2 of the EHR-S FM that deals with Patient Safety (namely, “System Operation, Performance, Measurement, and Usability).

Topic #3:   Clinical Interoperability Council (CIC—Anita Walden)
The CIC is participating in the review of the new “EHR System Function and Information Model” (EHR FIM).
A Mobile Device initiative was previously socialized by the CIC. The topic has been tabled until a volunteer is found who can lead the project.
The CIC has produced Domain Analysis Models (DAMs) that are well-written and can serve as models for others who are creating DAMs.


Wednesday
January 18, 2012
Q3 

Topic #1:   Breakout Sessions of  PHR_S and Metadata Profile groups.

Small groups worked on the respective areas of interest.






Wednesday
January 18, 2012
Q4 

Topic #1:   Ballot Reconciliation:   PHR-S FM ISO Comments

A small group formed to do this work throughout the quarter.
	

****************************************************************************************************
Thursday 
January 19, 2012
Q1 

Topic #1 Update from the Emergency Department Work Group (Peter Park)

CRIM:   Clinically relevant information model  (BPU)
TRIM:   Technically relevant information model  (CPU)
Mind map, concept map
Update the Data Elements with some information modeling built into it and with some constraints.
Do the EDIS FP 2.0
Steve:    a good task – take DEEDS and NEMSIS data elements and map them to the functions.    Peter  - they want to do the gap of DEEDs and NEMSIS-----then map to the underlying functions.  
Don:   this work ties into computable concepts
CDISC – already has a repository of concepts:   look at the work 
	


Topic:   PHR-S FM ISO Comments; PHR-S FM development

PHR-S FM task list and timeline:
Publication tasks:
Finish posting the 189 ISO comments into the latest WORD version of the PHR-S FM.
Finish reviewing the EHR-S FM R2 to identify candidate items that ought to be included in the PHR-S FM. (Note: AS and POP is done. CP and CPS are assumed to be “yes” for all functions. TI and RI still need to be tackled.)
Review the “Parking Lot” of items (that appeared in the bottom of the PHR minutes).
Update the Glossary (Mark Brueckl is leading the effort.)
Render the final documents as HTML. 
The PHR-S FM R2 needs to be published by April 1, 2012 in order to synchronize the ISO and HL7 ballot-close dates by the September 2012 cycle. We are investigating a June-July 2012 face-to-face meeting to be held either in Chicago or Washington, DC (perhaps circa 18 June 2012).
Harmonize the EHR and PHR Glossary (and, if possible, create a single glossary that covers both domains). Create references (i.e., pointers) to other Glossary documents (such as the ISO 13940 CONTSYS document).
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Topic:   PHR-S FM ISO Comments; PHR-S FM development
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Publication tasks:
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Update the Glossary (Mark Brueckl is leading the effort.)
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The PHR-S FM R2 needs to be published by April 1, 2012 in order to synchronize the ISO and HL7 ballot-close dates by the September 2012 cycle. We are investigating a June-July 2012 face-to-face meeting to be held either in Chicago or Washington, DC (perhaps circa 18 June 2012).
Harmonize the EHR and PHR Glossary (and, if possible, create a single glossary that covers both domains). Create references (i.e., pointers) to other Glossary documents (such as the ISO 13940 CONTSYS document).
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Topic:   Development of IN 11 for EHR-S FM

Small groups were formed to do this work throughout the quarter

Thursday 
January 19, 2012
Q4
Topic:   Development of IN 11 for EHR-S FM

Small groups were formed to do this work throughout the quarter
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CP.1.6 Manage Immunization List 
based on EHR-S FM CP.1.6 Statement and Description
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Statement: The purpose of this function is to create and maintain patient-specific and health care delivery organization administered immunization lists.

Description: Immunization lists are managed over time through a range of encounters (e.g., a visit or hospital stay) over the lifetime of a patient. Details of immunizations administered  are captured as discrete data elements including date, type, manufacturer and lot number. The entire immunization history is viewable.

Example: (Notional Scenario) During an encounter, a health care professional might  view a patient’s immunization history and should manage a patient’s  immunization list when an immunization event, denial-of-immunization or required booster schedule needs to be added to the immunization list.



ISSUE: 	Should all conformance criteria be included in description? … NO.

	Should data element details be included in descriptions? … NO, put data elements in Logical Data Model (LDM).



RECOMMENDATION: add “The purpose of this function is to” at the front of each statement.



RED: delete, Blue: insert
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CP.1.6 Manage Immunization List (Notional Scenario) 
based on EHR-S FM CP.1.6 Example
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CP.1.6 Immunization List Requirements 
based on EHR-S FM CP.1.6 Statement and Description

The system SHALL provide the ability to manage all immunizations associated with a patient.

The system SHALL provide the ability to manage, as discrete data elements, data associated with any immunization given including date and time of administration, immunization type and series,  lot number and manufacturer, dose and administration site or route, and administering provider.

The system SHALL provide the ability to manage,  as discrete elements,  data associated with any immunization withheld (including date and time, immunization type, series, exception reason and immunization-withholding provider).

The system SHOULD provide the ability to render a report of a patient's immunization history (e.g., for appropriate authorities such as schools, day-care centers or public health immunization registries) according to scope of practice, organizational policy and/or jurisdictional law.

The system SHALL provide the ability to capture the currently recommended date for an immunization booster dose with each immunization, if needed.



RECOMMENDATION: group all SHALLs together.





CP.1.6 Manage Immunization List Dependencies

CP.6.2 Manage Immunization Administration (DC.1.8.2)

CP.3.3 Manage Clinical Documents and Notes (DC.1.8.5)

OVERARCHING:

Trust Infrastructure

Record  Infrastructure





Sample CP.1.6 Conceptual Information Model (CIM)
DESCRIPTION Manage Immunization List
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Conceptual Data Model (LDM)

NOTE: Cardinality added here
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Executive Summary 

For EHR-S FIM Release 2.1, this project has the purpose to 

add core information models for each EHR-S FM function

make the EHR-S FM easier  to use for analysts and engineers

verify and validate EHR-S FM Release 2.0

Service Aware Interoperability Framework (SAIF) DSTU demonstration

Support specific profiles (e.g., WG project DAMS, DIMS, DCLS).

The plan is to use an architecture modeling tool to represent the EHR-S FIM and then generate appropriate views, reports, XML and HTML renderings of each EHR-S function’s scenarios, requirements, actors, actions/activities, dependencies, business rules, information & data

The DoD-VA Joint Immunization Capability (JIC), HL7 EHR Diabetes project, ISO 13740 Continuity-of-Care harmonization are proposed as a set of demonstration prototypes of increasing complexity. 

1/17/2012

DRAFT WORKING DOCUMENT

2







Approach

Add Conceptual Information Model & Logical Data Model to EHR-S Functions

Demonstrate SAIF methodology to Populate Interoperability Specification with HL7 artifacts and EHR System Function and Information Model (EHR-S FIM)

Incorporate S&I Framework simplification methodology

EHR-S function descriptions correspond to Use Case (UC) scenarios events.

New scenarios composed from common actors, actions/activities and their inputs & outputs

EHR-S FM should list inputs and outputs to functions (e.g. standard IO nouns and verbs)

UC simplification implies that EHR-S FM should harmonize & manage:

Common actors/entities/concepts, their definitions, their data elements

Common Actions/Activities and their input and output entities. 

Common requirements. 

Domain specific profile context defined by assertions

Maintain domain profile traceability as HL7 Work Groups (WGs) define

Domain Analysis Models (DAMS), Domain Information Models (DIMS), 

Detailed Clinical Models (DCLs), etc.
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Notional Set of HL7 Artifacts within an 
Enterprise Compliance and Conformance Framework (ECCF) 

4

Business 

Mission, 
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Scope , 

Inventory of

Contracts - PSSs

Capabilities - RIM

Policies

Procedures



Enterprise Dimension

“Why” - Policy

Business Policies
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Design Constraints

Organization Contracts

Business Nodes
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Business Procedures

Business Workflows

Technology Specific Standards

Inventory of
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Activities

Associations

Information Requirements

Information Models

Conceptual

Information Dimension

“What” - Content

Information Models

Domain IM

Detailed Clinical

Terminologies

Value Sets

Content Specifications

CCD

RMIM

Schemas for

Databases 

Messages 

Documents

Services 

Transformations

Inventory of

Reusable Scenarios

Business Activities
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Requirements
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Functional Requirements, Profiles, Behaviors, Interactions

Interfaces, Contracts

Computational Dimension

“Who/How” - Behavior

Specifications

Scenario Events

Use Cases

Workflow Use Cases

Components, Interfaces

Collaboration Actors

 Collaboration Types

 Collaboration Roles

Function Types

Interface Types

Service Contracts

Automation Units

Technical Interfaces
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Orchestration Scripts

Inventory of
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Responsibility:  HL7   |   EHR-S FIM |  Projects |   Development Organization
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HL7 Service Aware Interoperability Framework (SAIF) 

Enterprise Compliance and Conformance Framework (ECCF)

The DoD and MHS EHRWF ECCF’s goal is to ensure Working Interoperability (WI) among various healthcare organizations; WI is also known as compatibility among healthcare systems. Working Interoperability is an instance of two “trading partners” –- human beings, organizations, or systems, successfully exchanging data or information, or coordinating behavior to accomplish a defined task, or both. The ECCF’s purpose is to manage the relationship between architectural artifacts and implementations of those artifacts. The objective of a fully qualified ECCF is to be a clear, complete, concise, correct, consistent and traceable interoperability specification, which is easy to use. An ECCF can be an assessment framework, which supports configuration management baselines and risk assessments throughout a business-capability lifecycle. The ECCF is used to specify information exchange interoperability and conformance statements for documents, messages and services. An ECCF Implementation Guide contains definitions of terms, such as conformance, compliance, consistency and traceability. An ECCF provides a template, called a Specification Stack (SS) that allows you to specify business objects, components, capabilities, applications and systems organized as a matrix of Dimension columns (Enterprise, Information, Computational, Engineering and Technical) and Perspective rows (Conceptual, Logical and Implementable)., as is shown in the slide. 



DoD and VA must define their common SAIF Implementation Guides, which define their architecture development methodologies and architecture artifacts. To foster consistency, VA has agreed to build a common DoD-VA EHRWF Implementation Guide, based on DoDAF, TOGAF and HL7 SAIF. This slide shows a notional Interoperability Specification template, using the HL7 SAIF ECCF SS. This is a super set of common architectural-artifacts. All the listed artifacts may NOT be required in the DoD-VA EHRWF Implementation Guide; other artifacts may be included. Within each cell 

You place or reference and discuss appropriate architectural artifacts and specifications. 

You define or reference conformance statements, which are testable-representations of assumptions that the specifications make. 

You manage traceability within columns and consistency across layers. 

An implementation of a Specification Stack (SS) asserts, as true or false, that one-or-more conformance assertions are met; certification asserts as true, that some set of conformance assertions are met.

You identify and mitigate risks across the organization’s component development life cycles.  
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This Document’s Purpose

Demonstrate Information Model approach. For each EHR-S FM Function:

“Sequence” of actions/activities which may have information exchanges (inputs and outputs) 

Assertions (e.g., requirements predicates)

Requirements (aka conformance criteria)

Business Rules

Conceptual Information Model based on function statement, description & criteria 

Logical Data Model

ISSUE: As this becomes a standard, what should be the basis to define the data elements for each logical data module/class or should we NOT define the data elements?

HL7 RIM, DAMS, DIMS, DCLs, etc.

US Federal Heath Information Model (FHIM)

Other information models (Canada, New Zealand, GB, Singapore)

Dependencies among functions (“see also”)

Assertions and Common Actors, Actions, Data Element Set, data dictionary (UC Simplification)

Service, Message or Document Profiles: content & transport interoperable standards-specifications
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1.8.2 Immunization - Sample Conceptual Operational-View
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Conformance Criteria: CP.6.2 Immunization Management

The system SHALL provide the ability to capture, maintain and render immunization administration details as discrete data, including:(1) the immunization name/type, strength and dose;(2) date and time of administration;(3) manufacturer, lot number, expiration date,(4) route and site of administration;(5) administering provider;(6) observations, reactions and complications;(7) reason immunization not given and/or immunization related activity not performed; according to scope of practice, organizational policy and/or jurisdictional law."

The system MAY auto-populate the   immunization administration record as a by-product of verification of administering provider, patient, medication, dose, route and time according to scope of practice, organizational policy and/or jurisdictional law.

The system SHALL provide the ability to determine and render required immunizations, and when they are due, based on widely accepted immunization schedules, when rendering encounter information.  

The system SHOULD provide the ability to capture, in a discrete field, an allergy/adverse reaction to a specific immunization.

The system SHALL conform to function CP.3.2 (Manage Patient Clinical Measurements) to capture other clinical data pertinent to the immunization administration (e.g., vital signs).

The system SHOULD provide the ability to link standard codes (e.g. NDC, LOINC, SNOMED or CPT) with discrete data elements associated with an immunization. 

The system SHALL provide the ability to maintain the immunization schedule.

The system SHALL provide the ability to render a patient‘s immunization history upon request for appropriate authorities such as schools or day-care centers.

The system SHALL conform to function CP.1.2 (Manage Allergy, Intolerance and Adverse Reaction List).

The system SHOULD transmit required immunization administration information to a public health immunization registry according to scope of practice, organizational policy and/or jurisdictional law.

The system SHOULD exchange immunization histories with public health immunization registries according to scope of practice, organizational policy and/or jurisdictional law.

The system SHOULD harmonize Immunization histories with a public health immunization registry according to scope of practice, organizational policy and/or jurisdictional law.

The system SHOULD capture and render immunization histories from a public health immunization registry.

The system SHALL conform to function CP.1.6 (Manage Immunization List).

The system SHOULD provide the ability to update immunization histories at the time of capturing an immunization administration.

The system SHALL provide the ability to render the immunization order as written (i.e., exact clinician order language) when rendering administration information. 

"The system SHALL provide the ability to determine due and overdue ordered immunizations and render a notification. "

The system SHALL provide the ability to render a patient educational information regarding the administration (e.g., Vaccine Information Statement (VIS)).

The system SHALL provide the ability to capture that patient educational information (e.g., VIS) was provided at the time of immunization administration.

The system SHALL provide the ability to capture documentation that patient educational information (e.g., VIS) was provided at the time of immunization administration.

The system SHALL provide the ability to capture the receiving entity  (e.g., patient, representative, organization) when patient education information is provided at the time of immunization administration.

The system SHOULD provide the ability to capture and maintain immunization refusal reasons as discrete data.

The system SHOULD provide the ability to capture patient preferences regarding receipt of immunization (e.g. refusal of certain vaccine types) at time of immunization administration.
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Steve Hufnagel (SH) - CC#19=CC#20

Steve Hufnagel (SH) - Order CCs by SHALLs, SHOULDs, MAYs

Dependencies: CP.6.2 Immunization Management

CPS.1.7.2 Manage Patient Advance Directives (DC.1.3.2) 

CP.1.2 	Manage Allergy, Intolerance and Adverse Reaction List

CP.1.6 	Manage Immunization List (DC.1.4.4) 

CPS.9.4 Standard Report Generation (S.2.2.2)

CPS.3.9 Clinical Decision Support System Guidelines Updates (S.3.7.1) 

AS.4.1 	Manage Registry Communication (S.1.1 Registry Notification)

TI.1	Security

TI.1.6 	Secure Data Exchange (IN.1.6)

TI.1.7 	Secure Data Routing (IN.1.7)

TI.2	Audit

TI.3	Registry and Directory Services (IN.3)  

TI.4.1 	Standard Terminology and Terminology Models (IN.4.1)

TI.4.2 	Maintenance and Versioning of Standard Terminologies (IN.4.2) 

TI.4.3 	Terminology Mapping (IN.4.3) 

TI.5.1 	Application and Structured-Document Interchange Standards (IN.5.1)  

TI.5.2 	Interchange Standards Versioning and Maintenance (IN.5.2) 

TI.6 	Business Rules Management (IN.6)

TI.7 	Workflow Management

TI.8 	Database Backup and Recovery

TI.9 	System Management Operations and Performance
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Care Provision

Care Provision Support

Administrative Support





Dependencies: Overarching

The system SHALL conform to function CP.9.1 (Produce a Summary Record of Care).

The system SHALL conform to function CPS.9.3 (Health Record Output).

The system SHALL conform to function CPS.9.4 (Standard Report Generation).

The system SHALL conform to function RI.1.1 (Record Lifecycle and all child functions).

The system SHALL conform to function RI.1.2 (Record Lifespan and all child functions).

The system SHALL conform to function RI.2 (Record Synchronization).

The system SHALL conform to function RI.3 (Record Archive and Restore).

The system SHALL conform to function TI.1.1 (Entity Authentication).

The system SHALL conform to function TI.1.2 (Entity Authorization) .

The system SHALL conform to function TI.1.3 (Entity Access Control).

The system SHALL conform to function TI.1.4 (Patient Access Management).

The system SHALL conform to function TI.1.5 (Non-Repudiation).

IF the system transmits data to or receives data from a system outside of a secure network, THEN the system SHALL conform to function TI.1.6 (Secure Data Exchange), to ensure that the data are protected.

IF the system transmits data to or receives data from a system outside of a secure network, THEN the system SHALL conform to function TI.1.7 (Secure Data Routing), to ensure that the exchange occurs only among authorized senders and receivers.

The system SHALL conform to function TI.1.8 (Patient Privacy and Confidentiality).

The system SHALL conform to function TI.2 (Audit) and all child functions.

The system SHOULD conform to function TI.3 (Registry and Directory Services).

The system SHALL conform to function TI.4 (Standard Terminology and Terminology Services).

IF the system manages data for which standard terminologies have been established, THEN the system SHALL conform to function TI.4.1 (Standard Terminologies and Terminology Models) to support semantic interoperability.

IF the system manages data for which standard terminologies have been established, THEN the system SHALL conform to function TI.4.2 (Maintenance and Versioning of Standard Terminologies) to preserve the semantics of coded data over time.

IF terminology mapping is implemented within the system, THEN the system SHALL conform to function TI.4.3 (Terminology Mapping).

IF the system receives or transmits data for which jurisdictionally established interchange standards exist, THEN the system SHALL conform to function TI.5.1 (Application and Structured-Document Interchange Standards) to support interoperability.

IF the system receives and transmits data for which generally accepted interchange standards have been established, THEN the system SHALL conform to function TI.5.2 (Interchange Standards Versioning and Maintenance), to accommodate the inevitable evolution of interchange standards.

The system SHOULD conform to function TI.5.3 (Standards-based Application Integration).

IF the system receives and transmits data with other systems outside itself, THEN the system SHALL conform to function TI.5.4 (Interchange Agreements), to define how the sender and receiver will exchange data.

The system SHOULD conform to function TI.6 (Business Rules Management).

The system SHOULD conform to function TI.7 (Workflow Management).

The system SHALL conform to function TI.8 (Database Backup and Recovery).

The system SHALL conform to function TI.9 (System Management Operations and Performance).
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CP.6.2 Immunization Scenario 
based on EHR-S FM CP.6.2 Statement and Description
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NOTE separation of business rules

ISSUE: This view implies a workflow.







Sample CP.6.2 OPERATIONAL NODE CONNECTIVITY DESCRIPTION - Manage Immunization Administration
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Shows Nodes and their Information Exchanges

ISSUE: This model does NOT show business rules!
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Conceptual Information Model
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NOTE: synonyms

Logical Data Model





Conclusion

EHR-S FIM can populate portions of SAIF for HL7 WGs

Information and Computational Dimensions

Conceptual and Logical Perspectives

EHR-S FIM can be composed into higher level capabilities by functional analysts and system engineers

Encourage reuse

Avoid duplication

EHR-S FM can be the basis for Interoperability Specifications

Messages

Documents 

Services
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  act DC.1.8.2 SCENARIO Manage Immunization Administration


Statement: Capture and maintain discrete data concerning immunizations given to a patient including date administered, type, manufacturer, lot number, and 


any allergic or adverse reactions.  Facilitate the interaction with an immunization registry to allow maintenance of a patient’s immunization history.


Description: During an encounter, recommendations based on accepted immunization schedules are presented to the provider.  Allergen and adverse reaction 


histories are checked prior to giving the immunization.  If an immunization is administered, discrete data elements associated with the immunization including 


date, type, manufacturer and lot number are recorded. Any new adverse or allergic reactions are noted. If required, a report is made to the public health 


immunization registry.
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  class DC.1.8.2 OPERATIONAL NODE CONNECTIVITY DESCRIPTION Manage Immunization Administration
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  class DC.1.8.2 CONCEPTUAL INFORMATION MODEL Manage Immunization Administration


Statement: Capture and maintain discrete data concerning immunizations given to a patient including date administered, type, manufacturer, lot 


number, and any allergic or adverse reactions.  Facilitate the interaction with an immunization registry to allow maintenance of a patient’s immunization 


history.


Description: During an encounter, recommendations based on accepted immunization schedules are presented to the provider.  Allergen and adverse 


reaction histories are checked prior to giving the immunization.  If an immunization is administered, discrete data elements associated with the 


immunization including date, type, manufacturer and lot number are recorded. Any new adverse or allergic reactions are noted. If required, a report is 


made to the public health immunization registry.
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  dm DC.1.8.2 DATA MODEL Manage Immunization Administration
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TODO:


 Attributes SHOULD be specified before balloting model.


 Model Person-patient, provider organization, schedule





ISSUES:


 Source of attributes (HL7 RIM, DAMS, DIMS, DCLs) other information models)?


 Should Data Model classes be derived from the RIM or just be traceable to the RIM?


 Can we define attributes from Federal Health Information Model (FHIM) for US domain?


 Adverse Reaction = Adverse Event? Allergen Reaction = Adverse Reaction?
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The EHR for Clinical Research Working Group

Pharma, Regulators, EDC & EHR Vendors, Healthcare,  Professional Associations

		  Aris Global

		  Astellas

		  Bayer

		 Boehringer Ingelheim

		 Bristol Myers Squib

		 Cerner Corporation



		 Eli Lilly and Company

		 FDA

		 Glaxo SmithKline

		 Hoffman La Roche 

		 Lundbeck

		 Medidata Solutions

		 Millennium



		 National Cancer Institute

		 Northrop Grumman

		 Novartis

		 Perceptive

		 Pfizer

		 Procter & Gamble



Technical  Partners:



The EHRCR Project is comprised of members from pharmaceutical sponsors, CROs, software vendors (both CR and EHR), and has included regulatory review. They have produced an EHRCR Functional Profile which is now an ANSI/HL7 standard, approved by EuroRec, and is currently under consideration to become a CEN/ISO standard.  The profile (a) is founded on current clinical research regulations / guidances, (b) translates requirements into measurable criteria to assess suitability of a system for clinical research, and (c) was used as a input for the recently released CCHIT Certified® 2011 Clinical Research certification option for Ambulatory EHRs. 
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Clinical Research Requirements



		What is needed?

		Reliable data

		To make it easier for clinical researchers to contribute their patients’ data 

		Where is the data?

		More and more, Electronic Health Record Systems (EHRs)
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Project Objectives



Developing a Global EHR/Clinical Research Functional Profile (EHRCR FP)

 





		Identify critical capabilities (what is needed) for clinical research utilizing EHR systems (data, metadata, underlying systems) through:

		HL7 EHR-S Functional Model 

		EU EuroRec EHR Certification Criteria Repository



+ Clinical Research-specific requirements



		Produce an EHRCR profile that will be the standard for requirements of regulated clinical research through EHR systems 



		Submit to US CCHIT & EU EuroRec for consideration in their certification process
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The Approach …





1. Translating regulations/guidances into requirements for data, metadata and supporting technologies



Clinical Research Regulations & Guidances



EHRCR User Requirements

EuroRec Repository

EHRCR Profile

HL7

EHRCR Functional Profile

EU Certification of EHRs for Clinical Research

ANSI Standard EHRCR FP

CCHIT Certification of EHRs for Clinical Research

CEN Standard EHRCR FP 

Regulations / Guidances

		 ICH GCP

		 FDA 21 CFR Part 312

		 FDA 21 CFR Part 11 

		 EU Annex 11

		 FDA CSUCI Guidance

		 EU Directive 2005 28

		 EU Directive 2001 20

		 US HIPAA / EU Privacy Laws

		CDISC CDASH Highly Recommended Elements





21 CFR Part 11

Predicate Rules in 21 CFR Parts 312 & 812

21 CFR Part 820.30(g): Design Controls

21 CFR Part 820.70(i): Automated Processes 

21 CFR Part 58: Good Laboratory Practices
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Clinical Research Regulations & Guidances



EHRCR User Requirements

EuroRec Repository

EHRCR Profile

HL7

EHRCR Functional Profile

EU Certification of EHRs for Clinical Research

ANSI Standard EHRCR FP

CCHIT Certification of EHRs for Clinical Research

CEN Standard EHRCR FP 

User Requirements 

		 EHR Clinical Care Data includes structured data as modelled by CDASH

		 EHR system meets current, fundamental clinical research requirements based on existing regulations and guidances

		 Process requirements mainly addressing the  responsibilities of the sites which implement EHR systems



The Approach …



1. Translating regulations/guidances into requirements for data, metadata and supporting technologies
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Clinical Research Regulations & Guidances



EHRCR User Requirements

EuroRec Repository

EHRCR Profile

HL7

EHRCR Functional Profile

EU Certification of EHRs for Clinical Research

ANSI Standard EHRCR FP

CCHIT Certification of EHRs for Clinical Research

CEN Standard EHRCR FP 

HL7 EHRCR Profile

		Based on the Health Level 7 EHR-S Functional Model

		Approved as HL7 Informative profile in May 2008

		Approved as HL7 Normative profile in Jan 2009



The Approach …



2. Translating requirements into region-specific profiles 
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Clinical Research Regulations & Guidances



EHRCR User Requirements

EuroRec Repository

EHRCR Profile

HL7

EHRCR Functional Profile

EU Certification of EHRs for Clinical Research

ANSI Standard EHRCR FP

CCHIT Certification of EHRs for Clinical Research

CEN Standard EHRCR FP 



Approved by American National Standards Institute July 09

The Approach …





3. Obtaining profile approval by standard accreditation organizations	
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Clinical Research Regulations & Guidances



EHRCR User Requirements

EuroRec Repository

EHRCR Profile

HL7

EHRCR Functional Profile

EU Certification of EHRs for Clinical Research

ANSI Standard EHRCR FP

CCHIT Certification of EHRs for Clinical Research

CEN Standard EHRCR FP 

EHRCR Project Team member participating in US Certification Commission for Healthcare Information Technology Workgroup / EHRCR Profile used as reference

The Approach …

4. Incorporating profile into EHR certification programs	













*



Clinical Research Regulations & Guidances



EHRCR User Requirements

EuroRec Repository

EHRCR Profile

HL7

EHRCR Functional Profile

EU Certification of EHRs for Clinical Research

ANSI Standard EHRCR FP

CCHIT Certification of EHRs for Clinical Research

CEN Standard EHRCR FP 

EuroRec EHRCR Profile

		Based on EuroRec Repository

		Approved by EuroRec October 2009



The Approach …



2. Translating requirements into region-specific profiles 
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Clinical Research Regulations & Guidances



EHRCR User Requirements

EuroRec Repository

EHRCR Profile

HL7

EHRCR Functional Profile

EU Certification of EHRs for Clinical Research

ANSI Standard EHRCR FP

CCHIT Certification of EHRs for Clinical Research

CEN Standard EHRCR FP 

Profile information submitted to EU Committee for Standardization 2009, EHRCR Team Member presented it to CEN in 2010 and to ISO in 2011

The Approach …

3. Obtaining profile approval by standard accreditation organizations	













*

Certification 



	CCHIT (Certification Commission for Healthcare Information Technology) is developing a Clinical Research program, launched, June 2011 



	Certification Process and Organizations responsible for certification in EU (ISO/CEN)

	(submitted to ISO)  





*









*

		Based on EuroRec Repository

		Submitted to EuroRec March 2009

		Incorporated in to EuroRec EHR Repository Oct 2009



EuroRec 

EHRCR Functional Profile 

*













*

Mapping – URs, Regs, HL7, EuroRec

*



SB Note:  we started with this view, but the table got too wide to appreciate --- so, in the end, we made 2 tables, one for HL7 and one for EuroRec … but it still has the same information.  ** This is fine for a presentation slide though.









*

		Take the Clinical Research Requirements to ISO via JIC

		Have formed a workgroup (With ISO as the lead SDO, CDISC as the secondary SDO) to support of this project

		Need a respresentative from HL7 on this WG.



Next Steps 

*













*

For more information …

mitra.rocca@fda.hhs.gov

Visit: www.ehrcr.org 













*

Executive Summary



		EHR4CR will move beyond the current state-of-the-art by combining previously isolated informatics progress (e.g. semantic interoperability, privacy enhancing techniques, and standards) with an entirely new approach to reusing EHR data for supporting medical research, underpinned by a comprehensive business model for governance, acceptance, adoption and sustainability.

		The project will demonstrate the viability and scalability of the EHR4CR business model through pilots (e.g. platform services designed for protocol feasibility, patient recruitment, and clinical trial data capture).





		The IMI EHR4CR project will run over 4 years with a budget of €13 million and involve 33 recognized European academic and industrial partners. 

		The EHRCR will be the largest public-private partnership to date with the goal to tie interoperability aspects together to provide adaptable, reusable and scalable solutions and be the first step to a pan-EU capability for clinical research with integrated interoperability for clinics across countries in Europe.
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Clinical Research | Requirement Description EuroRec ID Fine Grained Statement
Requirement ID
EHRCR-T0-DA.150 The system can capture  minimum | GS001971.02 The system enables the user to enter patient vital
set of Vital Signs data. signs as discrete data.
GS001972.01 The minimal set of vital signs includes blood pressure,
heart rate, respiratory rate, height and weight.
GS005436.01 The system stores each health event as a unique
discrete entry.
GS005437.01 The system stores health item attributes as discrete
data elements.
GS005442.01 The system documents for each data element the
source.
GS005443.01 Each health item is stored as a discrets element.
GS005444.01 The system keeps the original units in which
measurement data were collected.
EHRCR-T0-DA.160 The system can capture a minimum | GS001517.01 The system stores more than one identifier for each
set of Common Identifier Variables EHR.
and Common Timing Variables. GS001610.02 The system enables to document a patient contact.
GS005448.01 The system captures for each patient contact date
and time.
GS005450.01 The system enables the user to precise the type of
patient contact.
GS005481.02 The system can allow for unique research identifers
such that the research study can be identified.
GS005482.02 The system can capture and maintain the site
identification number(s) as assigned by the Clinical
Research Sponsor.
GS005483.02 The system can allow for unique research subject
identifier.
EHRCR-T0-10.200 System has the abilty to store and | GS002265.01 Each health item is uniquely and persistently
retrieve data items in a way thatis associated with an identified patient.
attributable to 3 patient. 6S002307.02 Each patient and his EHR is uniquely and persistently

identified within the system.





EHRCR Requirement [ Regulatory Statement HL7 EHRCR profile EuroReg Fine Grained Statement’
(IDand Text) (Regulation, ID and Description) (Idand Criteria Text) (idand Text)
ERRCRT0DA.T00 CDASH & DCAT27 GS003964.01

The system can capture a
minimum set of
Demographic and Patient
Characteristics data.

Highly Recommended data collection elements forthe
Demographic domain as specified in CDISC CDASH
section 5.6

CDASH 16

Highly Recommended data collection elements forthe
Demographic domain as specified in CDISC CDASH
section 5.6

9. The system SHALL capture patient
demographics. including birth year, birth
month, birth day, birth time, gender. race
and ethnicity as discrete elements
10.The system SHALL provide the ability
to define a patient characteristic query
and capture the response

11.The system SHOULD be able to
calculate and display a patient's age and
age units for any given date

The system stores at least name, first
name. date of birth and gender as
demographic data.

New 01

The system can provide the ability to
define a patient characteristic query and
capture the response

EARCR-TO-DA.T10

The system can capture a
minimum set of Adverse
Event (problem) data.

TDASH 3
Highly Recommended data collection elements forthe
Adverse Event domain as specified in CDISC CDASH
section 5.3

DC14T
1. The system SHALL provide the ability
to capture true allergy, intolerance, and
adverse reaction to drug, dietary o
environmental triggers as unique, discrete
entries

DC.1.43.4

1. The system SHALL capture, display
and report all active problems (adverse
events) associated with  patient

9. The system SHALL provide the ability
to capture full onset date of problem
(adverse event)

10. The system SHALL provide the ability
to capture the severty. source, action
taken, and outcome with regard to a
problem (adverse event) as discrete
elements

New 02
The system can provide the abilty to
capture true allergy, intolerance, and
adverse reaction to drug, dietary or
environmental triggers as unique
discrete entries

New 27

The system can capture, display and
report al active problems (adverse
events) associated with a patient
New 28

The system can provide the abilty to
capture full onset date of problem
(adverse event)

New 29

The system can provide the ability to
capture the severity, source, action
taken, and outcome with regard to a
problem (adverse event) as discrete
elements

EARCR-TODA.120

The system can capture a
minimum set of Patient
History data.

CDASH 13
Highly Recommended data collection elements forthe
Patient History domain as specified in CDISC CDASH
section 5.13

DCAZT
1. The system SHALL provide the ability
to capture, update and present current

patient history including pertinent positive

'GS001608.01
The system stores and presents patient
history.
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Explain that tutorial is organized generally around the chapters of the specification; but they have been reorganized to allow for a better flow during the tutorial. 



EHR and EHR-S

EHR:

Underlying single, logical patient record

Record is structured

Serves as Provider legal record

EHR System:

Software that provides functionality to:

Manage and maintain the record

Accomplish various clinical, research, and business requirements

May be:

Monolithic system; or 

System of systems
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Functional Model Scope Summary

Is Not…

A messaging specification

An EHR design specification

An implementation specification (not the “how”)

Does not prescribe technology

Does not dictate how functions must be implemented (e.g., via the user interface, database design)

Is…

A system specification

An EHR system specification

A reference list of functions that may be present in an EHR-S (the “what” and “why”)

Enables consistent expression of functionality

Provides flexibility for innovation and product differentiation

Gold standard, sensitive to what can practically be done by a system yet guides future system development
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4

Example:

A car MUST have the ability to stop. (But it is not our role to specify HOW to stop the car: with an old wooden lever, drum brakes, disc brakes, pneumatics, magnetism; using wires, hydraulics, electro-mechanical devices, or mechanisms yet-to-be-invented.)



Continued Development

2007:  FM passes HL7 Full Normative Ballot, Release 1

2007:  FM published as HL7/ANSI Standard

2009:  FM passes Joint Ballot with HL7, ISO and CEN, Release 1.1

November 2009:  FM published as ISO/HL7 10781

2010-2011: FM Release 2 Development 

2012: FM Release 2 joint balloting

HL7, ISO, CEN TC251, IHTSDO and CDISC 
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CEN Technical Committee 251 (CEN/TC 251) is a workgroup within the European Union working on standardization in the field of Health Information and Communications Technology (ICT) in the European Union. The goal is to achieve compatibility and interoperability between independent systems and to enable modularity in Electronic Health Record systems.

International Health Terminology Standards Development Organisation (IHTSDO) is a not-for-profit association that develops and promotes use of SNOMED CT to support safe and effective health information exchange. SNOMED CT is a clinical terminology and is considered to be the most comprehensive, multilingual healthcare terminology in the world.

Clinical Data Interchange Standards Consortium (CDISC) is a non-profit organization, whose mission is "to develop and support global, platform-independent data standards that enable information system interoperability to improve medical research and related areas of health-care". Their main project, the described data standard, bears the same name. The data standards are defined as a series of Models, which can be expressed using an underlying electronic format. The preferred electronic format is XML, using the Operational Data Model (ODM) as a base XML Schema.
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Explain that tutorial is organized generally around the chapters of the specification; but they have been reorganized to allow for a better flow during the tutorial. 





….

Inputs to EHR-S FM Release 2









Vital Rptg.

RM & ES

Beh. Health

LTC

EHR-S

Profiles

Other Industry Initiatives

Privacy,

Security,

Confi-

dentiality

Health

Info

Exchange

….

Data Use

Fraud Mgt

Quality

Rev Cycle

Certifi-

cation

(CCHIT,

Q-Rec)

EHR-S FM

Release 2



Others?

UC Alignment

EHR Lifecycle

SOA

R1

Adjustments,

Enhancements



EHR

Interoperability 

Model

Inter-

national

Standards

(ISO TC215, 

ISO 20514, 

ISO DIS

CEN 18308,

13606)





Provider Based

PHR-S

FM &

Profiles
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Release 2 Timeline

		
		When/Target		EHRS FM Release 2 Activity

		2011		May		Draft for Comment

				July – September		Comment Reconciliation and  Continued Chapter Updates

				September 12-15		EHR WG Meeting – San Diego, California

				September – November		Continued content development and quality assurance

				December 1st 		Ballot Draft Ready
Submission to ISO, CEN, CDISC and IHTSDO for Ballot preparation

		2012		January 16-19 		EHR WG Meeting – San Antonio, Texas

				April 2nd 		HL7 Ballot Opens

				May 7th 		Joint (HL7, ISO, CEN, CDISC and IHTSDO) Ballot Closes

				May 14-17		EHR WG Meeting – Vancouver, BC, Canada

				May – November 		Ballot reconciliation and material updates

				December 6		2nd Ballot Draft Ready for Submission to ISO, CEN, CDISC and IHTSDO for Ballot preparation

		2013		January 13 - 18		HL7 WG Meeting

				April		Ballot 
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Significant R2 Changes

Introduction of Overarching Criteria Chapter

Enhancement and enforcement of Glossary – specifically the “Action-Verb Hierarchy” 

Reorganization of Chapters 

Substantial increase in number and granularity of conformance criteria

Substantial increase in number of functions

Implicit functions are now made more explicit.

Incorporation of EHR Interoperability Model and EHR Lifecycle Model (previous independent DSTU documents)

Substantial improvements to Conformance Clause chapter
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EHR-S Functional Model Package 

December 2011 Ballot Package is available from the HL7 wiki

http://wiki.hl7.org/index.php?title=December_2011_Ballot_Package 

EHR-S Functional Model Readme 

EHR-S Functional Model Chapter 1: Overview 

EHR-S Functional Model Chapter 2: Conformance

EHR-S Functional Model Chapter 3: Functions List PDF 

EHR-S Functional Model Chapter 3: Functions List EXCEL 

EHR-S Functional Model Chapter 3: Functions List HTML 

EHR-S Functional Model Chapter 3: Functions List XML 

EHR-S Functional Model Chapter 4: Glossary 

EHR-S Functional Model Chapter 5: How-to-Guide for Developing Functional Profiles

Word Versions of Chapters 0, 1, 2, 4 & 5 

Full Package available from HL7.org EHR WG Documents page 

		Document Title 		File Name  

		EHR-S Functional Model Chapter 1:  Overview		EHRS_FM_R2_C1_Overview_2011DEC

		EHR-S Functional Model Chapter 2:  Conformance		EHRS_FM_R2_C2_ConformanceClause_2011DEC

		EHR-S Functional Model Chapter 3: Functions List		EHRS_FM_R2_C3_FunctionList_2011DEC

		EHR-S Functional Model Chapter 4: Glossary		EHRS_FM_R2_C4_Glossary_2011DEC

		EHR-S Functional Model Chapter 5: How-to-Guide for Creating Functional Profiles		EHRS_FM_R2_C5_ProfileHowToGuide_2011DEC
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Explain that tutorial is organized generally around the chapters of the specification; but they have been reorganized to allow for a better flow during the tutorial. 



Scope

Defines the minimum requirements for functional profiles claiming conformance to the EHR-S FM. 

As differentiated from IHE which creates integration profiles that merge various standards to resolve specific business domains. 

This clause specifies:

Purpose, structure, and use of conformance criteria that are to be included in the Functional Model and conforming functional profiles,

Rules for defining conforming functional profiles of the Functional Model, 

Relationship between functional profiles and EHR systems, 

Sample conformance clauses and use case scenarios,

Guidance on the conformance requirements that a functional profile might levy on EHR systems, 

Guidance on the purpose and use of an EHR system Conformance Statement.
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Types of Functional Profiles

There are three types of Functional Profiles

















Conformance to the Functional Model is defined for functional profiles. 

A functional domain profile conforms to either:

Directly to the Functional Model or 

To another conforming functional domain profile.   

Functional profiles claim conformance to the Functional Model 

EHR systems claim conformance to one or more conforming domain functional profiles.  

An EHR system can also claim conformance to a domain functional profile, in combination with one of more companion profiles. 

An EHR system cannot claim conformance to only a companion profile.   



		Derived		Profile Created from an existing functional profile, inheriting functions from the base (existing) functional profile. 

		Domain 		common type of profile used to describe an EHR system for use in one or more care setting, or an EHR systems for use in a selected realm to meet the rules, regulations and standards applicable for that realm

		Companion		Profile is to add unique features to an EHR System, such as for research or for evidentiary support. 
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An EHR system does not conform directly to the Functional Model; rather, it conforms to a functional domain profile, or to a domain profile in combination with a selected companion profile . 
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Conformance to Profiles



EHR-S

EHR-S

EHR-S

EHR-S

Domain

Profile

Hospital

Domain

Profile

Clinic

Domain

Profile

Pharmacy

Derived Domain Profile

Canadian Children’s Hospital

Companion

Profile

Cancer Research

Functions Conformance Criteria





Rules for functional Profiles

Conforms to

EHR-S Functional Model

Functional Profiles

Implementations

Conforms to

Conforms to











© 2011 Health Level Seven ® International. All Rights Reserved. 

HL7 and Health Level Seven are registered trademarks of Health Level Seven International. Reg. U.S. TM Office.

14

Thus, it is possible for a vendor to claim that his system conforms to a single profile, or to multiple profiles. 
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Explain that tutorial is organized generally around the chapters of the specification; but they have been reorganized to allow for a better flow during the tutorial. 



Introduction & Scope

Glossary is REFERENCE. 

Provided as guidance for preparing and interpreting HL7 functional profile specifications and conformance statements. 

Goal is to promote clarity and consistency when interpreting and applying the text of the HL7 Electronic Health Record System Functional Model (EHR-S FM).

Glossary is international in application. 

Each realm should adjust Action-Verbs and terms to their own language.

Release 2 Glossary has undergone a complete review and is more complete including all terms used in the Model. 

Action Verb Hierarchy was redeveloped

Extended from a simple list of definitions in Release 1.1 to add an extensive discussion on how key terms are used in the Functional Model

Glossary includes 238 active terms and 56 deprecated terms. 
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Release 2 Action-Verb Hierarchy

Data Management Category

Action-Verbs for the complete range of data handling actions by a system. 

		Manage (Data)																				

		Capture		Maintain						Render						Exchange		Determine				Manage-Data-Visibility

		Auto-Populate 
Enter
Import
Receive		Store		Update		Remove		Extract		Present		Transmit		Export
Import
Receive
Transmit		Analyze		Decide		De-Identify
Hide
Mask
Re-Identify
Unhide
Unmask

				Archive
Backup
Decrypt
Encrypt
Recover
Restore
Save		Annotate
Edit
Harmonize
Integrate
Link 
Tag 		Delete
Purge														



		Release 1.1

		Create

		Add, input

		Define, Tailor, Specify, Set 

		Generate

		Cite, Include

		Export

		Find, Identify

		Specify

		Prompt
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The first three subsets cover the capture, maintenance and rendering of data as follows:

Capture: Auto populate fields of data based on partially filled information, Enter data manually, Import data from an external source (which may be a device), and Receive data from another system (which may be in a device).

Maintain: Store, Update and Remove data: 

Store: Save data on local media, Backup data on backup storage media, and Encrypt data for security and privacy purposes;

Update: Edit data by modifying it, Annotate data with notes, Tag data with labels, Harmonize data with other sources, Integrate data together, and Link data to other data;

Remove: Delete data from the index or directory, and Purge data from the storage media.

Render: Extract data based on certain criteria, Present data on an attached device, and Transmit data to external systems or devices.

The next subset provides verbs for the determination of actions in processing data:

Determine: Analyze data using rules and analytical steps and then Decide appropriate actions as a result of that analysis.

The final subset allows the construct of statements restricting the visibility of data and reversing those actions:

Manage-Data-Visibility: De-Identify data as to prevent associating the data to a specific person, Hide data so that only authorized users can see that the data exist, and Mask data so that users can see that the data exist but only authorized users can actually view the actual data.

To reverse these actions: Re-Identify, Unhide, and Unmask.
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Secure (System) Category Action Verbs

Action-Verbs for controlling access (authenticating and authorizing users), tracking activities (logging and auditing), and sustaining operations. 





		Secure (System)								

		Control Access				Track				Sustain (Operations)

		Authenticate		Authorize		Log		Audit		
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One parent, Secure (System), and three (3) intermediate children: Control Access, Track, and Sustain (Operations).
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Extension of Function List

The number of conformance criteria increased from 972 in R1.0, 983 in R1.1 and 2,310 in R2.0

		Summary Breakdown of Functions and Conformance Criteria										

		HL7 EHR-S Functional Model, Release 2								Release 1.1		Release 1

		Chapter				Functions		Conformance Criteria		Conformance Criteria		Conformance Criteria

		OV		Overarching Criteria 		      2 		       33 				

		CP		Care Provision		     41 		     494 				

		CPS		Care Provision Support		     76 		     559 				

		POP		Population Health Support		     18 		     108 				

		AS		Administration Support		     55 		     249 				

		RI		Records Infrastructure		     37 		     186 				

		TI		Trust Infrastructure		    93 		     681 				

				                         TOTALS:		   322 		 2,310 		983		972
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Chapter Reorganization

		Overarching (O)				

		Care Provision (CP)				

		Care Provision Support (CP)		Population Health Support (POP)		Administrative Support (AS)

		Record Infrastructure (RI)				

		Trust Infrastructure (TI)				



		Direct Care (DC)

		Supportive (S)

		Information Infrastructure (IN)
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EHR-S Functional Model – Components

Function ID

Function Name

Function Statement

Function Description

Examples

See Also

Conformance Criteria
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THIS IS JUMP SLIDE TO GO TO THE EXCERPT PAGES OF THE Direct Care and Decision Support pages of the model – with samples of the Supportive and Information Infrastructure chapters.

Note: the Statements and Descriptions “suggest” Conformance Criteria.

Note: the “Example” portion of the Description serve to offer specific instances of functionality covered by certain Conformance Criteria. Examples are not exhaustive, but are meant for clarification.



Conformance Criteria

Every function in the Functional Model is associated with a set of conformance criteria.  

Conformance criteria form the basis for determining whether the function has been implemented.  

Functional profiles also have conformance criteria associated with functions in the functional profile. The functional profile’s criteria are either:

Adapted from the Functional Model criteria with care-setting and application specific information or 

If no care-setting or application specific criteria are present, inherited directly from Functional Model.  

Functional domain and companion profiles MAY change Functional Model criteria to match the needs and priorities of the functional profile’s constituency

e.g., by making it more specific, or changing it from ‘may’ or ‘should’ to ‘shall’.  

The functional domain profile SHALL NOT be made less restrictive than the Functional Model by changing ‘shall’ criteria to ‘may’ or ‘should’ criteria 

The functional companion profile MAY be less restrictive that the Functional Model by ignoring ‘shall’ criterion.  

Functional domain and companion profiles MAY also add additional criteria.
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Overarching Criteria Chapter

Criteria that apply to all EHR Systems and consequently must be included in all EHR-S FM compliant profiles

Examples: 



		Overarching		OV.1		The system SHALL conform to function TI.1.1 (Entity Authentication).

						The system SHALL conform to function TI.1.2 (Entity Authorization).

						The system SHALL conform to function TI.1.3 (Entity Access Control).

						IF the system receives or transmits data for which jurisdictionally established interchange standards exist, THEN the system SHALL conform to function IN.5.1 (Interchange Standards) to support interoperability.

						The system SHOULD conform to function IN.6 (Business Rules Management).

						The system SHOULD conform to function IN.7 (Workflow Management).

				OV.2		Manage User Help
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Care Provision

Focus on functions required to provide care to a specific patient and enable hands-on delivery of healthcare 

Organized in general order of an encounter



		Care Provision		CP.1 		Manage Clinical History

				CP.2		Render Externally-sourced Information

				CP.3		Manage Clinical Documentation

				CP.4		Manage Orders

				CP.5		Manage Results

				CP.6		Manage Treatment Administration

				CP.7		Manage Future Care

				CP.8		Manage Patient Education & Communication

				CP.9		Manage Care Coordination & Reporting



		CP.1 		Manage Clinical History

		CP.1.1		Manage Patient History

		CP.1.2		Manage Allergy, Intolerance and Adverse Reaction List

		CP.1.3		Manage Medication List

		CP.1.4		Manage Problem List

		CP.1.5		Manage Strengths List

		CP.1.6		Manage Immunization List 

		CP.1.7		Manage Medical Equipment, Prosthetic/Orthotic, Device List

		CP.1.8		Manage Patient and Family Preferences



Example child functions:
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Care Provision Support

Focus on functions required to support the provision of care to a specific patient to enable hands-on delivery of healthcare 

Organized in alignment with Care Provision chapter



Example child functions:

		Care Provision Support		CPS.1		Record Management

				CPS.2		Support Externally-sourced Information 

				CPS.3		Support Clinical Documentation 

				CPS.4 		Support Orders

				CPS.5 		Support Results

				CPS.6		Support Treatment Administration 

				CPS.7		Support Future Care

				CPS.8		Support Patient Education & Communication

				CPS.9		Support Care Coordination & Reporting



		CPS.4 		Support Orders

		CPS.4.1		Manage Order Set Templates

		CPS.4.2		Support Medication & Immunization Orders

		CPS.4.2.1		Support for Medication Interaction & Allergy Checking

		CPS.4.2.2		Support for Patient Specific Dosing and Warnings

		CPS.4.2.3		Support for Medication Ordering Efficiencies

		CPS.4.2.4		Support for Medication Recommendations

		CPS.4.3		Support for Non-Medication Ordering

		CPS.4.4		Support Orders for Diagnostic Tests

		CPS.4.5		Support Orders for Blood Products and Other Biologics
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Population Health Support

Focus on input to systems that perform medical research, promote public health, & improve the quality of care at a multi-patient level

		POP.6		Measurement, Analysis, Research and Reports

		POP.6.1		Outcome Measures and Analysis

		POP.6.2		Performance and Accountability Measures

		POP.6.3		Support for Process Improvement

		POP.6.4		Support for Care System Performance Indicators (Dashboards)



Example child functions:

		Population Health Support		POP.1		Support for Health Maintenance, Preventive Care and Wellness

				POP.2		Support for Epidemiological Investigations of Clinical Health Within a Population

				POP.3		Support for Notification and Response

				POP.4		Support for Monitoring Response Notifications Regarding a Specific Patient’s Health

				POP.5		Donor Management Support

				POP.6		Measurement, Analysis, Research and Reports

				POP.7		Public Health Related Updates

				POP.8		De-Identified Data Request Management

				POP.9		Support Consistent Healthcare Management of Patient Groups or Populations

				POP.10		Manage Population Health Study-Related Identifiers
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Administration Support

Focus on functions to assist with the administrative and financial requirements

		Administration support		AS.1 		Manage Provider Information

				AS.2		Manage Patient Demographics, Location and Synchronization

				AS.3		Manage Personal Health Record Interaction

				 AS.4		Manage Communication

				AS.5		Manage Clinical Workflow Tasking

				AS.6		Manage Resource Availability 

				AS.7		Manage Encounter/Episode of Care Management 

				AS.8		Manage Information Access for Supplemental Use

				AS.9		Manage Administrative Transaction Processing



		AS.1 		Manage Provider Information

		AS.1.1		Manage Provider Registry or Directory

		AS.1.2		Manage Provider's Location Within Facility

		AS.1.3		Provider's On Call Location

		AS.1.4		Manage Provider's Location(s) or Office(s)

		AS.1.5		Team/Group of Providers Registry or Directory

		AS.1.6		Provider Caseload/Panel

		AS.1.7		Manage Practitioner/Patient Relationships



Example child functions:
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		Record Infrastructure		RI.1		Record Lifecycle and Lifespan

				RI.2		Record Synchronization

				RI.3		Record Archive and Restore



Record Infrastructure

Focus on records, record entries and record management, including R1.1 functions/criteria and key provisions of the RM-ES Functional Profile, EHR Interoperability and Lifecycle Model DSTUs.  

Consists of  Release1.1’s :

IN.2 (Record Management, except Audit), 

IN.8 (Record Archive/Restore) and 

IN.10 (Record Lifecycle -

previously EHR Lifecycle Model DSTU). 

		RI.1.1		Record Lifecycle

		RI.1.1.1		Originate and Retain Record Entry

		RI.1.1.2		Amend Record Entry Content

		RI.1.1.3		Translate Record Entry Content

		RI.1.1.4		Attest Record Entry Content

		RI.1.1.5		View/Access Record Entry Content

		RI.1.1.6		Transmit and/or Disclose Record Entries

		RI.1.1.7		Receive and Retain Record Entries

		RI.1.1.8		De-identify Record Entries

		RI.1.1.9		Pseudomynize Record Entries

		RI.1.1.10		Re-identify Record Entries

		RI.1.1.11		Extract Record Entry Content



Example child functions:
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Trust Infrastructure

Contains the remaining Release 1.1 Infrastructure functions, including Audit.

		Trust Infrastructure		TI.1		Security

				TI.2		Audit

				TI.3		Registry and Directory Services

				TI.4		Standard Terminology and Terminology Services

				TI.5		Standards-Based Interoperability

				TI.6		Business Rules Management

				TI.7		Workflow Management

				TI.8		Database Backup and Recovery

				TI.9		System Management Operations and Performance



		TI.1		Security

		TI.1.1		Entity Authentication

		TI.1.2		Entity Authorization

		TI.1.3		Entity Access Control

		TI.1.4		Patient Access Management

		TI.1.5		Non-Repudiation

		TI.1.6		Secure Data Exchange

		TI.1.7		Secure Data Routing

		TI.1.8		Information Attestation

		TI.1.9		Patient Privacy and Confidentiality



Example child functions:
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Want to Know More?

Join HL7, review the HL7 web site

www.HL7.org ; Work Groups; Electronic Health Records

http://www.HL7.org/Special/committees/ehr/index.cfm

Subscribe to HL7 EHR WG list serve

http://www.HL7.org/special/committees/list_sub.cfm?list=ehr

Download and review Functional Profiles

Attend open public sessions

No HL7 membership required

Request an “HL7 Ambassador Briefing”
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