EHR Working Group Meeting Minutes
Orlando, Florida 
May 15-19, 2011
********************************************************************************************	

********************************************************************************************
Voting Item Summary

There were no voting items during the meeting

********************************************************************************************
Followup Items
· PHR Call – schedule at a time that is accessible to Australia /Europe---4PM Eastern time = 0600 Australia = 2200 Europe
· Assistance for India and Bangladesh Work EHR work
· For Steve Hufnagel:  Feedback on the Information Model syntax represented on the Excel spreadsheet,but sufficiently formal to bring into a database on which to do reasoning.  
· Small group to work with Security WG and the IN chapter

********************************************************************************************
Next Working Group Meeting
The next Working Group Meeting will be held in San Diego, California  September 11-16, 2011.  

********************************************************************************************
Working Group Meeting Attendance:     See attachment immediately below for entire meeting attendance


			


Quorum for next trimester:   6 members plus the presiding cochair   (6.6)
********************************************************************************************
Monday 
May 16, 2011
Q1

· Introductions were accomplished.






Topic 1:    Future needs of the workgroup from an International perspective (Don Mon)

· Richard Dixon Hughes:   when the model goes to ISO for review/public comment---there is a lack of understanding of the model.  	Might need some sort of broader process to inform the audience of what this is.
· Activities:  
·  Need to educate the global community

· Supten  (HL7 India)  Records are paper based – On principal, if there is standardization, then it is better accepted.
· Both India and Banglaldesh– need assistance from this work group 
· Health is a state subject
· Bangladesh ---very small and very interested in standardized forms
· Activities:   
· The development of a profile off of the FM 
· Data Model  - underlying an EHR functions
· Provide a focus on Bangladesh---smaller country but with country focus.	

· PHR initiatives – what is going on in other countries?  	In 2007 when the PHR was put forward as a DSTU.  From the ISO ballot there were many comments.

· Richard – surprised that there has not been more interest in this from a US perspective.   The US does not have a business model to support this.

· Can we capture what is going on in Australia – and bring it into the PHR model?  
· How would we develop differently in order to have something useful? 
· Andy Bond:   Recognizing policy settings --- possibly a new chapter on linking certain areas to policy 
· Logical information models--- assistance on these would be 
· Allow a model that lets communities layer over a single model.   Can be in relative isolation but will come back and trace back to the single model.
· Concept of a logical model based on transaction----total independent of the implementable model.   Single place of consistent transformation.  
· Personal control, clinical control, repository based infrastructure on a national basis, privacy and consistency,  constraint based model, subtyping---allowing a community to act without restraint so they are not limited in moving forward without the government
· Activities:
· Current time of the PHR call does not work for AUtime	
· Propose a time change  that will allow the Australian PHR community to participate

· Other comments:   
· Standard does not replace a system spec and vice-versa.
· Interchange and persistence – 
· Untapped role for HL7 in the marketplace – getting the clinical data out there

Monday 
January 10, 2011
Q2

Topic #1:   Update on Canada Infoway and Use of PHR-S FM (Sasha Bojecic)

· Participate in the process of chronic disease management
· Ability to share information e.g. BG
· Use EHR services to request or schedule an appt
· Provide persistent flow of information as related to the disease state

· How to enable consumers and account holders 
· Privacy or security features ---delegated consent
· 4 use cases and storyboards
· The PHR solution will be certified and the CC will be specific to the PHR
· Create an account
· Capture personal/demographic information
· Be able to get to the services that are through the EHR system – provider registries – and do queries
· Some are described in the blueprint FP
· Moving forward
· Off the shelf apps that meet the requirement
· Next 6-12 months – will have deeper understanding
· How to model the relationship between PHR, EHR and EMR
· The policies development that will govern all of this stuff
· Clinical devices
· Patient controls and what information is sent to the provider.  (Kretz)
· Certified,  conformant to certain criteria.
· Technology and framework  --- are these defined?  Providing a logical architecture.  
· Logical interfaces ----based on SOA-----defined a business service contract  








Monday
January 10, 2011
Q3

Topic:   Ballot Reconciliation:   EHR-S FM Comment Only; PHR-S FM ISO Comments
Topic:   IN Development

Small groups were formed to do this work throughout the quarter

Monday
January 10, 2011
Q4

Topic:   Ballot Reconciliation:   EHR-S FM Comment Only; PHR-S FM ISO Comments
Topic:   IN Development

Small groups were formed to do this work throughout the quarter

**************************************************************************************************
Tuesday 
January 11, 2011
Q1

Joint Meeting with CIC and Medical Devices
Topic:   Development of questionnaire for physician use of mobile technology (Anita)



					


Tuesday 
May 17, 2011
Q2

Topic 1:  Diab-DS Project (Crystal Kallem, Rachel Richasson)



			




· Reuse area:   Public Health, Quality Reporting
· Use case enhancement
· Data Modeling – helped identify atomic data elements, identified patterns between data elements 
· Data mapping to the EHR-S FM – identified ambiguities in the model.  
· Conformance criteria lack some definition that would be helpful.
· R2 – the next release is more granular 
· Industry is a sea of change
· Quality measures are in flux
· Adding new content to the project
· Consistency and best practices for naming 
· Level of granularity before you start mapping is a question.
· How do you manage data elements, value sets 
· Plans:   
· Engage public health and advance
· Align with the S&I framework effort – use case
· Finalize the white paper in 2011.
· Then bring this back into the HL7

· Michelle Williamson---suggests 2 additional points of contact
· CDC – Division for diabetes translation
· National Center for Health statistics
· PHER – familiar with the project
· Juggy – which source were used for the data elements 
· The source is listed in the spreadsheet
· Sam – sees this as an output of a record.   Leverage what is already in place.  
· We need to be able to leverage the activities within HL7 so that we do not have as many groups doing the same thing.

Topic 2:  Information Model and the Diab DS Project (Steve Hufnagel)


		

· Steve presented the basis of an information model based on the Diab DS model.   
· Diab DS – is a prototype of the Information Model---could be usable in a spreadsheet or XML form.   Be able to do reasoning about the model or represent graphically if one so chose to do so.

· Requirements from users that new capability is needed….want H&P plus Immunization et al.  Use a pick list of functions and select what you want for your new module----whether you are going to buy or build.   Would generate only those pieces that are the Interoperability specifications for the project.
· Bringing this into object design---specify functions, data----build modules.
· A different approach to spending 6 weeks in a JAD session…..then specifying, inefficient and inexpensive----start with a pick list and then go with what is missing, what is excess and come up with what you want.  
· Steve asked for:     Feedback on the syntax by which it is represented on an Excel spreadsheet,but is sufficiently formal to bring into a database on which to do reasoning??
· Could have subtype SNOMED or LOINC codes---rather than have them enumerated---move to a terminology set   (medical exam observation type)
· The Hierarchy of subset and types
· UML might also deal with an ‘aggregation’    e.g. a CCD is an aggregation of 16 data modules
· Plans for this work:     Informative ballot for the Information model in September--Possibly in January – a normative ballot
· On the federal level – a FHIM (lead out of HHS) mappings of FHIM to the FM.  
· Clinical elements that are small pieces of Information models – will start with a weekly call.  
· Keep track of the sources of the models and go back and harmonize or put a declarative statement about the attributes that surround a set of core attributes
· Build a consensus information model.   As opposed to a UBER model.   Starting at the bottom and work up.   You will get the benefit of aggregation –
· What about vocabulary?
· Class, Attribute, Parent, Enumeration, child, parent, value, association
· Showing cardinality  [0.1]  [1..*]
· The work has been posted on the HSSP site – 
· Populate the ECCF framework of the SAIF – use the FM Immunization 
· 	www.hssp.wikispaces.com     EHR SD RM under the projects page



Tuesday 
May 17, 2011
Q3

Topic:   Ballot Reconciliation:   EHR-S FM Comment Only; PHR-S FM ISO Comments
Topic:   IN Development

Small groups were formed to do this work throughout the quarter


Tuesday 
May 17, 2011
Q4

Topic:   Ballot Reconciliation:   EHR-S FM Comment Only; PHR-S FM ISO Comments
Topic:   IN Development

Small groups were formed to do this work throughout the quarter


**************************************************************************************************
Wednesday 
January 13, 2011
Q1 

Topic 1:   Health IT Standards and Testing (Ken Gebhart)





· Interim Rule in January 
· Guiding principles (see slides)
· Timeline	
· Deliver in September 2010 based on on the ONC FR of July 2010
· ONC V1 in August 2010
· V1.1 in late September
· NIST  develops the procedures and hands off to ONC
· December 2010 – published technical corrections
· Has received and dispositioned about 700  comments
· Input to criteria formation
· How the EHR WG can help:
· Help with understanding R2
· Determine the extent to which ONC MU Stage 1 can be mapped to conformance statements in the model
· Statements and glossary leveraged to improving the specificity of the MU criteria 
· Develop practical examples of the potential MU Test procedures
· Don suggests communications activities:   Press releases, tutorials, ambassador briefings, professional publications
· NIST has limited outreach
· Needs to convey to ONC some practical examples before this potentially becomes more formal 
· What Ken is working on:    
· Mapping exercise
· Glossary—getting it right and using it consistently---a published reference
· Leverage the conformance statements in the test procedures
· Leverage the information requirements in the MU Test Data




· Clarification on Activities 1&2---slide 15----realtime vs on-demand
· Richard:    develop a profile
· Don – build a profile as a ‘vendor’
· Words on a page represent some form of consensus – not necessarily the detail.  
· Reed:   derivative of earlier FM work imbedded in CCHIT---
· Definitional issues:   generate and indicate
· Realtime
· Notifications	:   presence of interactions?   Is this the same
· How do you bridge between this and the regulatory language	
· At the point of care
· Consistency in the wording
· Clinical clarity as well as functional clarity
· Where do things belong?  In CPOE?   
· At the time of prescribing, real-time, on-demand
· Adjustments:   170.302(a)(2)
· ‘certain users;
· ‘adjust notifications’
· “Severity level’ means?
· “Warnings = notifications”
· Warnings  vs. alerts vs. notifications
· Actions:
· 2.3.1.1.5 change from warnings to notifications
· Severity level – the term most vendors used for warnings


Wednesday
May 18, 2011
Q2 

Topic 1:   Preservation and Management of EHRs (Wo Chang, NIST)
	  
***Need presentation***

· Wo presented on a meeting of  April 5-6, 2011 by the NLM/NIH.  
· Management of medical records and handling these in the FM
· VA, DOD records must keep the records for a period of 75 years.
· What format(s) need to be considered for longevity?   
· June 7th is a meeting to further discuss this.  www.nist.gov – news section middle column  NIST workshop to advance …..






Topic 2:   Proposal of IN and RM&ES structure



		

Option 1.   Add a new chapter to the functional model:  RM Chapter
	Coming together of lifecycle mgmt, and HR Information & Mgt
	Timeline may preclude this – do this in R2.2

Option 2   Combine IN.2 and IN.10 into a single function but leave in IN for now

Reed – like keeping it in IN because it is a critical part to the objectives of the FM.
Lenel – Not enough time to do all of the work around 
Should we also be making a separate chapter for the PHR-S FM?   (John)
Gora – significant re-evaluation and changes of EHR----is this the time to break the link

*******Opportunity to work with IN and the Security WG ----will set up meeting for IN1.


Wednesday
May 18, 2011
Q3 

Topic:   Ballot Reconciliation:   EHR-S FM Comment Only; PHR-S FM ISO Comments
Topic:   IN Development

Small groups were formed to do this work throughout the quarter


Wednesday
May 18, 2011
Q4 

Topic:   Ballot Reconciliation:   EHR-S FM Comment Only; PHR-S FM ISO Comments
Topic:   IN Development

Small groups were formed to do this work throughout the quarter
	






****************************************************************************************************
Thursday 
May 19, 2011
Q1 

Topic:   Ballot Reconciliation:   EHR-S FM Comment Only; PHR-S FM ISO Comments
Topic:   IN Development

Small groups were formed to do this work throughout the quarter


Thursday
May 19, 2011
Q2 
Topic:   Ballot Reconciliation:   EHR-S FM Comment Only; PHR-S FM ISO Comments
Topic:   IN Development

Small groups were formed to do this work throughout the quarter

1

CIC Medical Device Survey update to EHR WG - Anita Walden - 20110517.ppt


Interoperability for Mobile Devices 

Update of work and current findings to CIC and EHR Working Groups 5/17/11







Problem Statement

		We don’t know what standards support is needed for use of mobile devices in healthcare

		Concerned with exchange and use of clinical data 

		Provider to provider

		Patient to and from provider

		Patient to and from PHR

		Device (patient) to EHR (Provider)

		Patient PHR to and from HER

		Provider to and from EHR

		Concerned with what information is necessary and with identifying similarities so that standards can be developed where needed 

		Not concerned with device interfaces









Scope

		This is initial investigative work only

		Not yet a project / project proposal

		We are presenting it so that the initial work can be informed by any work in this area already done and by everyone’s feedback

		What we have done:

		Structured interview with small sample of providers

		Informatics intern, Nate Reynolds (UNC Undergraduate student) conducted interviews

		Synthesized / abstracted patterns of exchange and clinical data necessary

		Will potentially expand sample size for further analysis/research



(Current number of medical professionals interviewed = 2 )







Analyzing current interview results:

 What problems have been found so far, and what have been some suggested solutions?

Data was grouped by means of actor-actor communication, pre-defined in the study’s scope.

Provider to provider:

-Issues with HIPPA.

-Non-interoperable EHR’s from clinic to clinic.





Patient to provider:

-Issues with patients availability to comply with HIPPA.





Provider-Provider: Participants suggested that the main limiting factors between provider-provider communications were HIPPA regulations and non-interoperable EHR/digital data-forcing providers to transfer data via hard-copy. This was identified as the primary data transfer issue with regards to current communication- however, no direct solutions involving mobile devices were suggested.



Patient to Provider: Problems with patient availability to amply cooperate with HIPPA laws were mentioned. The only mentioned solutions included reducing HIPPA laws, so that patients were not required to constantly give consent to their medical information. 













Device (patient) to EHR (Provider):

-Lifewatch technology being used to monitor cardiac arrhythmia

-Expansions on Lifewatch for broader scopes of data

	>Vitals (Blood pressure, pulse)

	> Respiratory Parameters (air flow, oximetry)

	> Monitoring Paroxysmal Atrial Fibrillation

-Other mobile applications for manual entry

	>Daily weight

	>Daily caloric intake

	>Patient activity levels



Device to EHR: Participants mentioned potential for monitoring patient health with mobile devices while away from medical facilities was acknowledged, as well as the current use of Lifewatch technology, which uses a mobile device connected to a heart monitor to alert medical professionals with an ECG report as soon as a significant cardiac arrhythmia is detected.

Expansions on current Lifewatch technology into other arenas were suggested, being aimed at collecting more broad patient information over a period of time. Data mentioned included vitals (blood pressure, pulse) and respiratory parameters (air flow, oximetry). A specific application included using this data to monitor the burden of paroxysmal atrial fibrillation in patients, a condition that is being discovered to have increasing prevalence.

Other applications of mobile devices included actively entered data, including patient daily weights, caloric intake, and activity levels.













Patient to and from PHR:

-Inefficiencies with patient PHR management

-”Credit card” PHR record

Provider to EHR:

-Inefficiencies with recording patient information/handling patient files

-Pre-designed forms for fill-out on tablet device (ex: iPad)



Provider to EHR: Inefficiencies with recording patient information and handling patient files were mentioned to be prevalent. One participant mentioned having to take hard copy forms from other providers/print hard-copy forms from the EHR, fill them out with pen, and then scan them as an image back into the EHR, making the data unquantifiable or able to be manipulated by any software. Suggestions to improve this were to design pre-modeled forms for different scenarios that could be filled out by either means of laptop or tablet device (iPad). Models designed for tablet devices were suggested to include as few forms for open-ended input as possible- so that the majority of the data could simply be tabbed in using the touch-screen/stylus, avoiding the impracticalities of scribbling information down with the stylus, or of using the difficult on-screen keyboards.



Patient and PHR: General issues with current patient PHRs were mentioned to be due to inefficiencies with both the patient and the providers. Patients were thought to not always keep an up-to-date PHR, and sometimes not be fully knowledgeable of their current diagnosed health status.  A suggestion for a patient to maintain an accurate and up-to-date PHR was given: a patient would have a ‘credit card’ (provided by an insurance company, government, etc.) that kept record/gave access to their PHR anytime they visited a medical facility. The medical facility would update the patients PHR with both raw patient data (labs) and summary/report data after, and information would be standardized for interoperability between facilities. 









Applications to Mobile Technology: Abstracts of Speculative Use Cases

		Monitoring Paroxysmal Atrial Fibrillation in patients:





Use: Monitoring cardiac patterns over time



Actors: Patient, Cardiac equipment, Mobile device, Data center, Researchers



Information transferred: Coded, Quantitative, Qualitative, ECG



A patient is known to have paroxysmal atrial fibrillation (the presence of cardiac arrhythmias without any major diagnosed heart conditions), and medical professionals want to exam the frequency/type of the cardiac arrhythmias that the patient experiences. The patient is given a device to measure patterns in pulse, and a mobile device to communicate the information.



The information is collected and stored in the mobile device as raw quantitative information, regarding measurements of time, pulse, and frequency. This information is then communicated to a central station, where it is run through software, that produces an analytical report of the information, including a simplified version of the raw data, summaries of the data, and ECGs. This report is sent both to the medical professional, and directly updated into the EHR. This process occurs continually, over any pre-determined time period, and updated at any pre-determined interval.









2) Studying Observations of Daily Living in Obese and Depressed Youths:



Use: Studying ODL’s in youths with relation to physical and social health



Actors: Patient, iPhone, Database center, Researchers



Information transferred: Qualitative, Quantitative, Image, Coded

The following is a mobile design currently being developed and used by a team of researchers by the name of “iN Touch”. They are associated with the San Francisco State University. More information on their work can be found at: http://www.projecthealthdesign.org/projects/current_projects/iN_Touch 



A study is conducted in obesity and depression in youth. Correlations between the two, and methods of assisting youths with both issues are a subject of interest to medical researchers. Researchers develop an application for the iPhone that allows a user to enter data about their daily lives, which will then be organized and sent to the researchers.



A participant has an iPhone, with the researcher’s application installed. The patient uses the application’s interface to enter qualitative data regarding their social activities and mood every day, quantitative data regarding the time on activity, and image data of important aspects related to the study, including photos of all meals that they eat through out the day. This data is sent daily to a central location, where it is collected and organized into an Observation of Daily Living report. These reports send the data through a limited number of parameters to categorize and organize it, presenting it in a standardized format to the researchers for further analysis.









3) Using standardized iPad forms to collect patient data:



Use: Increasing data collecting efficiency by entering data into an iPad



Actors: Doctor, iPad, EHR, patient, measuring equipment



Information transferred: Qualitative, Quantitative, Coded



A doctor has many routine check-ups with patients, and finds themselves wasting too much time either dealing with large masses of hard-copy information, or with converting hard-copy information to digital information. Instead, the doctor uses an iPad with an application that has pre-modeled forms, including one for basic patient data.



A patient comes in for an appointment with a doctor, and basic data is needed for collection. The doctor opens up the application on the iPad, and finds the first tab on the form labeled ‘patient’. The doctor opens the tab, which connects the iPad to the facility’s EHR/patient database. The patient’s name is selected from a list of current patients. The patient is then run through a series of procedural tests, including weighing them on a scale, measuring height, recording resting heart beat, etc. All information considered is either quantitative, or discretely qualitative. As the patient’s weight is taken, the doctor uses the application on the iPad, and scrolls until they find the tab for “Patient weight”. They tab in the weight, using an on screen digit pad, and then tabs in the form of measurement (lbs vs. kg). This process continues, until all base data is collected. The doctor then scribbles an image of their signature using a stylus in a data-box at the bottom of the form to verify the accuracy of the data, and presses submit. The data is then sent back to the facilities EHR/patient data-base, and grouped with the other data to the given patient, using an invisible numerical code associated with the patient.









Thoughts for future investigation

-Expand the sample size to get more varied results.

-Expand the interviewed sample to include Public Health Clinicians and Nurses, both of whom would benefit from the use of mobile devices.

-Consider other aspects of mobile devices, such as social-networking

-Consider possibilities for other countries that have less intricate infrastructures (ex: third-world countries).
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Notes

Joint  Meeting

CIC/EHR  ---CIC Hosting

May 17, 2011

Q1





Introductions were made.

	

The survey reviewed in Sydney has been finalized and is being used as an interview instrument for focused interviews to understand practitioner use of mobile devices.  



The purpose of the survey is to identify use cases.   The presentation may need a background section that sets out the set of standards that we know exists and then identify the gaps between these standards.  



The current survey will conclude at the end of the summer, 2011.



Areas of Interest identified so far in the surveys:

Provider to Provider   (Concerns with HIPAA)	

Patient to Provider

Device (patient) to EHR (Provider)

	Provider to EHR  (User interface concerns)



Comments that may be useful in followup:  	

Has anyone worked with Continua 

Identification of gaps in current standards – are there any?



How can this project be broadened?  Gathering input from:   

· Other Work Groups:   Medical Devices

· International:   Affiliate membership list

· HIMSS – 2010 ---might want to target folks who are using a SmartPhone so they can extrapolate how it works.   HIMSS has had presentations on mobile devices.  Try to find early adopters.

· HITSP had developed a TR905 which is focused on acute care but also talks about use cases outside of that environment.  It does map out the various communications standards

· Tuberculosis, cardiology DAM work

· Partnering with Emergency Services WG

· Working with Patient Care  WG 

· The  CDC may have an application for death record reporting---that could  then integrate with electronic health records.  

· Mobile apps – for the American College of Cardiology—currently exist.    They are open to utilizing the survey.   

· US Army:   medical home, behavioral health, ---have lots of functional requirements that they will share.   Risk assessment for post traumatic stress would be a good use case.







EHR and PHR Functional Model – have generic functions and criteria to support this

· Opportunity  to take the anemic CC and bring those forward between EHR/Medical Devices/CIC to beef up these functions and criteria



How to get Vendor involvement:  

· One to two page document  summarizing the project.

· The vendors may be interested than the docs.

· The gap analysis is based on what the clinician needs.

· Targeting the vendors.   Mr. Vendor –you create a medical device---

Which use cases which are standards based will reduce your workload 

What are medical devices and how would they be used in practice.   

· Vendors spend a lot of time trying to get clinical perspective----they try very hard to get the input.  



The meeting closed at 10:00.   

Planning:   There will be a joint meeting again at the San Diego WGM.  
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Overview and Status Update

May 2011

Diabetes Data Strategy Project  (‘Diabe-DS’)



















1

FROM HL7 Scope Statement (Project intent):

It is important for HL7 to respond to the healthcare industry’s increasing need to develop clinical content data standards which support both patient care and such secondary data uses as disease surveillance, population/public health, quality improvement, clinical research, and reimbursement—the “collect once, repurpose many times” paradigm.  There are many aspects to this issue, including the need to develop a standards-based process and methodology to analyze the requirements that satisfy the data needs for both patient care and secondary data use, ascertaining the clinical and data requirements with clinicians, and tying these requirements and data standards to EHR functionality.  This is a large problem, made more difficult because many parts of the solution have yet to be developed.  Taking an incremental approach, this project is designed to be a proof of concept focused on a narrow set of artifacts, processes, and methodologies applied to a similarly narrow use case—Type 1 diabetes (T1D) assessment in children in an outpatient clinic setting (patient care) and related clinical research and quality measurement (secondary data use).  If successful as a proof of concept, these artifacts, processes and methodologies can be applied in follow on projects (some of which will be proposed by this project team) to other use cases and eventually positioned as HL7 solutions to the “collect once, repurpose many times” paradigm.

There are two levels to this project—the data content level, and the technical level.

At the data content level, the specific intent of this project—using T1D clinical, secondary data use, and data requirements, as well as data sets from the US and The Netherlands—is to specify the definitions of the data to be collected in the EHR based on harmonized data definitions from a selected set of T1D clinical trials, including the protocol eligibility process; (non-trial) clinical research; quality measurement; and direct patient care.  This is the true outcome of this project because it is here that the collect once, repurpose many times paradigm must be demonstrated.  The harmonization will be conducted via a process and methodology that:

Captures the harmonized data definitions in a HITSP provided spreadsheet

Ties patient care and secondary data use requirements for the assessment of Type 1 diabetes (T1D) in children in outpatient clinic settings (via a DAM) to child health EHR system functions for patient care (via the EHR-S FM and the Child Health Functional Profile) and clinical research and quality measurement (via the EHR Clinical Research Functional Profile), as well as data content standards (via the DCM) and protocol eligibility (via the RCRIM Agreement of Standardized Protocol Inclusion Requirements for Eligibility (ASPIRE) model).  The Interoperability Model and the Lifecycle Model will be used as an alternate method to capture clinical and data requirements.

At the technical level, the specific intent of this project is to :

Continue the process to allow data exchange via CDA and HL7 v3 messages that applies the clinical statement pattern between EHR systems and systems serving aggregate data purposes.

Test the relationship between the more generic but domain specific DAM and the specific and granular DCM.

Test the relationship between the DAM, the DCM, the ASPIRE model, the EHR-S FM, and functional profiles (not previously attempted within HL7).

Assess the explanatory power and parsimony between two alternate methods: (a) the EHR-S FM, functional profiles with a DAM and DCM, and (b) the EHR-S FM, functional profiles, and the Lifecycle and Interoperability Models.

If this proof of concept is successful, the project team would like to apply the process and methodology to other areas of diabetes care following this proof of concept, similarly using requirements and data sets from the US and The Netherlands.  At that point, the project team will submit another Project Scope Statement.  The scope for that Project Scope Statement will likely include: (1) balloting the DAMs and DCMs (the EHR-S FM, the Child Health Functional Profile and the Clinical Research Functional Profile are already standards that will be referenced and need not be balloted), and/or (2) promoting the use of the Interoperability and Lifecycle Models for their applicability to similar use cases, and (3) disseminating the process, methodology, and artifacts as tools for others to use to tie requirements to EHR system functions, and the data to be collected within those functions.

Moreover, this proof of concept project serves as an excellent vehicle for collaboration between the US and an international affiliate (The Netherlands).  It also supports key HL7 Strategic Road Map data content initiatives (see project ID #436 and #416, from the Road Map dated 3/3/09).

As part of industry outreach, the project team during this proof of concept stage will communicate with the Electronic Health Record Clinical Research Value Case Work Group (non-HL7 entity) that has currently submitted a value case to the National eHealth Collaborative (NeHC).  The aim is to collaborate with them during this proof of concept stage so that in the next project proposed by the project team the processes, methodologies, and artifacts developed here and the use case they proposed to NeHC, will be consistent with each other.  Such collaboration will be instrumental as the deliverables from both efforts are run through the HITSP harmonization process.  In the same vein, the project team will communicate with the principals involved in the National Information and Communications Technology Instituut in de Zorg (NICTIZ) effort in The Netherlands. 



HL7 Workgroup Sponsors

EHR Workgroup (primary sponsor)

Clinical Interoperability Council (co-sponsor)

Patient Care Workgroup (co-sponsor)

RCRIM (co-sponsor)

Interoperability Workgroup (co-sponsor)











Project Goals

Develop a small set of data elements  for the outpatient diagnosis of Type 1 Diabetes(T1D) that overlap* between electronic health record (EHR) and some secondary uses – like research and quality monitoring.

Look at how elements can be harmonized to support the “collect once, use many” paradigm.

Tie data elements and data use requirements to EHR system functions

Document the process, procedures, & lessons learned for subsequent projects.

Set the stage for T1D stakeholders to vet/enhance the elements to produce a true clinical T1D DAM.



* Because the goal was to pick research measures that were likely to have related content in the EHR, we did not produce a comprehensive set of research data elements for T1D.









Uses of Data Have Significant Overlap

Premise of project: 

Develop a process to identify a common set of data elements in the center of overlap for a given clinical domain/ therapeutic/disease area. 

Establish the framework to repeat the process in other domains. 





Reimbursement

Management



Research



Quality

Measurement

& Patient Safety



Population Health Reporting















Clinical Data

Graphic  by Don Mon, 5-2009













Sampling of Data Elements

Hunted and gathered

Research forms

Practice guidelines

Quality measures

Expert interviews

Two outpatient diabetic clinic information systems

The Netherlands

Canada

New! Public health











Data Element Spreadsheet

230+ data elements specific to our use case

75+ additional data elements not included in this phase; reserved for future phases











“Data Cleaning”

Naming conventions for data elements

E.g., Hypoglycemia

---Versus---

Hypoglycemia indicator

Hypoglycemia symptom

Hypoglycemia onset date

Value set ‘quality’ (comprehensive, exhaustive, exclusive)

Definition clarification









Analysis of Data Elements

Organized by conceptual groups

Resolution of similar elements

Annotated by relationship to EHR standards

Classified as “atomic” or “derived” elements









Use Case Enhancement - Public Health

Leveraged existing content developed by the Public Health Data Standards Consortium (PHDSC)

Gained a greater understanding of public health’s data requirements for the exchange of diabetes care management surveillance data

Use case follows flow of data from the provider’s EHR to a public health agency where it is aggregated and sent back to the provider for use in diabetes care management

Identified additional 15 data element requirements that were previously missing



















Detailed Mapping of Use Case to Data Requirements













Use Case Enhancement

Additional clinical input

Addressed clinical and logistical realities

Incorporated multi-disciplinary aspects (i.e., nurse educator)

Additional technical input

Clarified actors and actions

Full mapping to data elements to use case scenario

Helped identify and address gaps in both the use case and data element set















Data Modeling

Modeling the data elements

Creates a graphical depiction of data elements

Helps identify atomic data elements and relationship to reuse elements

Demonstrates how patterns can be identified in support of future large scale harmonization efforts

Leveraging existing standards (e.g., HITSP C154, FIM, BRIDG, etc.)









Modeling the Data Elements 














Data Mapping to EHR-S FM

Continued mapping data elements to the EHR-S FM

Prototype to test the feasibility and support future information model/data profile development











Data Mapping to EHR-S FM

Ambiguities in EHR-S FM Conformance Criteria

Manage Patient History (DC 1.2.1): The system SHALL provide the ability to capture, update and present current patient history including pertinent positive and negative elements, and information on clinicians involved. 

What are the positive and negative elements?

What kind of information about clinicians?

Manage Patient History (DC 1.2.4): The system SHALL capture the complaint, presenting problem or other reason(s) for the visit or encounter.

Does this include symptoms?

Ambiguities in data element definitions

Some instances may require additional information on context (med ordered versus administered, etc.)









Challenges / Lessons Learned

Industry is a sea of change - working with a lot of moving parts

Related topics/issues discussed throughout HL7

Meaningful Use

Quality measures in flux

Adding new content as it comes along

S&I Framework initiatives

Managing scope creep is difficult

Need for consistency /best practices for naming variables/questions/data elements

Different levels of data granularity

Mechanism/tools for managing data element and value set versioning, communication, harmonization, maintenance













Successes / Opportunities

LOTS of interest in the project

Engaging a very diverse group of volunteers – various perspectives and skill sets, including clinicians

Identifying some gaps in existing standards

Process supports a patient-centric view

Compiled a large set of T1D data elements

Identifying opportunities to tie data elements and data use requirements to EHR system functions

Documenting the process, procedures, & lessons learned 















Getting the Word Out

Diabe-DS project overview : http://wiki.hl7.org/images/0/09/Diabe-DS_Summary_08.26.2010.doc 

Richesson, R. (February 2010). A Strategy for Defining Common Data Elements to Support Clinical Care and Secondary Use in Clinical Research. AMIA Summit on Clinical Research Informatics.

Proposal for AMIA Symposium Proceedings (submitted March 2011): Barton, C., Kallem, C., Van Dyke, P., Mon, D.,  Richesson, R. Demonstrating “Collect once, Use Many” – Assimilating Public Health Secondary Data Use Requirements into an Existing Domain Analysis Model

Kallem, C., Richesson, R., DuLong, D. Sison, L., Van Dyke, P., Mon, D. (April 2011). Advancing Secondary Data Uses through Data Standards: HL7 Project Advances the “Collect Once, Use Many Times” Paradigm. Journal of AHIMA 82 (4), 38-39.

Richesson, R. (May 2011). Data Standards in Diabetes Patient Registries. Journal of Diabetes Science and Technology, 5(3), 476-485.

Under development: Article or paper describing some of the more technical aspects of our analysis

Diabe-DS project findings – white paper under development











Next Steps

Engage with public health to review content to date

Align with S&I Framework initiatives

Summarize prototype results – white paper

Determine how to advance/expand the work

Advance EHR-S FM/IM work efforts

Use information to inform other industry initiatives

Assess interest in formalizing data elements – DAM

Leverage family and clinical history related content to align with the HL7 Canonical Pedigree Project 

Assess opportunities to coordinate with CDS













Follow the Project on the EHR WG Wiki









Questions/Comments

Rachel Richesson

Rachel.Richesson@epi.usf.edu



Crystal Kallem 

crystal.kallem@ahima.org 



Don Mon 

donald.mon@ahima.org  
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Diabetes Data Strategy Use Case
Draft-UpdatedMay 13,2011

Initial Presentation to Primary Care Provider (Pediatrician)
Mothertakes her 16 year old daughter, Sweet Sally Teenager,to the family pediatrician afterthe
daughter has experienced recurrentvaginal yeastinfections forwhich she has used overthe counter
Vagisil She has also had an unintentional 15 Ib weightloss. The motherhas also noticedthat her
‘daughter seemsto e easily andis more ritable than usual.

Atthe pediatrician's office, the pediatrician conducts an assessment which includes a imited history and
physical exam. Vital signs are documented which include temperature, biood pressure, pulse rate,
respiratory rate and oxygen saturation. The pediatrician documents the presence of symptoms of
polydipsia and polyuria. The pediatrician documents the results of a capillary non-fasting glucose (finger
stickblood glucose), which although not diagnostic,is 200 milligrams per decilter (mgidl) He also
‘documents the resus of a urine test strip which shows large glucose as well as trace to small ketones.
‘The pediatrician, who has had a lot o experience with diabetes n children, refers SweetSallyto an
outpatient pediairicendocrinology inicwhichis partof alarge, highly integrated health system. The
pediatricrecord,including he family history, Sally's history of childhood iinessesHviruses, problemlist,
physical exam findings, diagnosis list, medication and allergy ists, narrative records and b results, are:
forwardedtothe outpatient endocrinology office.

Actor Action Data Elements
Wother Take.
Teenager Experience. Veastinfecion naicator

IYeastinfections indicator (166.1)]
Weightioss indicator
[Unexplained weightioss indicator
(186)
Fatigue
[Fatigue (512)]
Dateof birth
[Age atdiagnosisof T1D (139),
Dateof birth (466)]
Pedatan Conaud Fatentistony
[Patientristory (540)]
Physical exam
[Physicalexam (539)]
Screeningvisit
[Tyve 1 diavetes presumptive
diagnosis reason (4) Encounter ype
2031
Pedatan ‘Document ‘PolggAacatr

[polyglnsia inicator (#184) Type 1
Glabeisssymptomspresentindicator
(700)]
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Slide *

Immunization Management Case Study



Prototype of Information Model for

EHR System Functional Model (EHR-S FM)



HL7 Work Group Meeting

17 May 2011 





EHR SD RM info: http://hssp.wikispaces.com/Reference+Architecture 

Nancy Orvis, GovProjects; Stephen.Hufnagel, EHR & SOA

HL7 “EHR SD RM” Project 

“EHR System Design Reference Model”





Slide *

EHR-S FM Information Model



Objective

This project will produce a set of Constrained Information Models called EHR-S “data profiles”. Each EHR-S data profile corresponds directly with an EHR-S function profile and each EHR-S data profile will include one-or-more Reference Information Model classes. Pairs of EHR-S function profiles and data profiles can be used to define business objects, which can be composed into software components, capabilities, applications, systems and their message exchanges and/or document exchanges and/or services. The superset of EHR-S data profiles is called the EHR-S Computationally-Independent Information-Model, which supports the HL7 Development Process and Service Aware Interoperability Framework. The project will include the development and execution of a communication strategy to ensure that all affected stakeholders are engaged.  





Slide *

EHR-S FM Information Model
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EHR-S FM Information Model



Sample Information Model

From Diabe-DS Project
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EHR-S FM Information Model



Representation of Sample Information Model





Slide *

EHR-S FM Information Model



Representation of Sample Information Model
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EHR-S FM Information Model



Representation of Sample Information Model
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TID Disbetes Project - Exam
Prepared by: Donna DuLong, Cyhia Baron, and Luigi Sison
asaf Mays, 2011





lem# Lvi# Source Condition Statement and Description

DabeDS.

I 1 Statement and Description
1M 1 Conformance Criteria

1M 1.1 Statement and Description
1M 1.1 Conformance Criteria

1M 1.2 Statement and Description
1M 1.2 Conformance Criteria

1M 1.2.1 Statement and Description
1M 1.2 Conformance Criteria

1M 1.2.1 Statement and Description
1M 1.2 Conformance Criteria

1M 1.2.2 Statement and Description
IM 1.2.2 Conformance Criteria

Exam Status

Medical Exam

Medical Exam Type

Medical Examiner Type

—— 1

Medical Exam Observation

Type
Class
Atribute
Atribute
Atribute
Parent
Enumeration
value
value
value
Class
Atribute
Atribute
Association
Association
Chid
Parent
Enumeration
value
value
value
value
value
value
value
value
value
value
Enumeration
value
value
value
value
Class
Atribute

Content
Descrption
Exam Event D: Sting
Exam Date: Date
Exam Siatus: Enumeration
Medical Exam
Descrption
Scheduled
Occuring
Completed
Description
Medical Exam Type: Enumeration
Medical Examiner Type: Enumeration
Medical Exam Obsenvtion ]
Medical Exam Evaluation []
Exam
Medical Exam Evaluation
Descrption
Eye
Blood Pressure
Dental
Foot
Distal Symmetric Polyneuropathy
Skin
Waist
Height
Hip
Weight
Descrption
etina specialst
general ophthalmologist
optometist
etc
Descrption
Calculation Indicator. Enumeration

See Also

Exam
Medical Exam Type
Medical Examiner Type
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kem# Lvi# Source Condition Statement and Description

DabeDS.

I 1 Statement and Description
1M 1 Conformance Criteria

1M 1.1 Statement and Description
1M 1.1 Conformance Criteria

1M 1.2 Statement and Description
1M 1.2 Conformance Criteria

1M 1.2.1 Statement and Description
1M 1.2 Conformance Criteria

1M 1.2.1 Statement and Description
1M 1.2 Conformance Criteria

Medical Exam

Medical Exam Type

Medical Examiner Type

—— 1

Type
Class
Atribute
Atribute
Atribute
Parent
Enumeration
value
value
value
Class
Atribute
Atribute
Association
Association
Chid
Parent
Enumeration
value
value
value
value
value
value
value
value
value
value
Enumeration
value
value
value
value

Content
Descrption
Exam Event D: Sting
Exam Date: Date
Exam Siatus: Enumeration
Medical Exam
Descrption
Scheduled
Occuring
Completed
Description
Medical Exam Type: Enumeration
Medical Examiner Type: Enumeration
Medical Exam Obsenvtion ]
Medical Exam Evaluation []
Exam
Medical Exam Evaluation
Descrption
Eye
Blood Pressure
Dental
Foot
Distal Symmetric Polyneuropathy
Skin
Waist
Height
Hip
Weight
Descrption
etina specialst
general ophthalmologist
optometist

et

See Also

Exam
Medical Exam Type
Medical Examiner Type
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1M 1.22 Statement and Description  Medical Exam Observafion
1M 1.2.2 Conformance Criteria

1M 1.22,1 Statement and Description _ Calculation Indicator
1M 1.22.2 Conformance Criteria

1M 1.22,1 Statement and Description  Medical Exam Observation Name:
1M 1.22.2 Conformance Criteria

1M 1.23 Statement and Description  Medical Exam Evaluation
1M 1.23 Conformance Criteria

1M 1.23.1 Statement and Description  Medical Exam Evaluation Name
1M 1.23.1 Conformance Criteria

Class
Aftibute
Aftibute
Aftibute
Aftibute

Association
Enumeration
value
value
Enumeration
value
value
value
value
value
value
value
value
value
value
value
value
value
value
value

Class
Aftibute
Aftibute

Association
Enumeration
value
value

Description
Calculation Indicator: Enumeration
Medical Exam Obseration Value: Sting
Medical Exam Obsenvation Name: Text
Medical Exam Obsenation Value Uit of Measure: Enumeration [0.1]
Medical Exam

Descripton

Yes

No

Descripton

Body Surface Area

Injection Site Lipophyperrophy

Height

Weight

Tanner Staging

Injection Site Lipoatrophy

Body Temperature

Pulse

Respiratory Rete.

‘Oxygen Saturation

Systolc Blood Pressure:

Diastolc Blood Pressure

‘Abdominal Obesity

Body Mass Index

Body Weight Assessment

Descripton

Medical Exam Evaluation (indicator) Enumeration
Medical Exam Evaluztion Name: Text
Medical Exam

Descripton

Overweight Indicator

High Blood Pressure
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NIST Briefing for the HL7 EHR-S FM Workgroup





Ken Gebhart, NIST Interoperability Group

May 18, 2011





Ken .Gebhart@NIST.gov





‹#›

The Mission of NIST

To promote U.S. innovation and industrial competitiveness by advancing measurement science, standards, and technology …





… in ways that enhance economic security and 
improve our quality of life. 

©Geoffrey Wheeler

©Robert Rathe
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Key Activities in Health IT

NIST enables interoperability and 
adoption by:

Accelerating standards
development and 
harmonization

Developing a conformance 
testing infrastructure

Expanding R&D and 
deployment of security 
protocols

Leveraging testing infrastructure to assist with certification process

Leading to an emerging health IT network that is correct, complete, secure and testable.

Image: Shutterstock, ©Jenny Horne
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NIST currently leads significant conformance test tool development efforts

Support industry with conformance test tool development

CDA:	http://xreg2.nist.gov/cda-validation/validation.html 

HL7:	 http://hl7v2tools.nist.gov 

XDS:	http://ihexds.nist.gov/ 

Medical Devices: http://xw2k.nist.gov/medicaldevices/testtools.html 



Support national health IT efforts

NwHIN

Meaningful Use

EHR Usability Research
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ONC Final Rule 

45 CFR Part 170 Subpart C of the Final Rule for Health Information Technology: Initial Set of standards, Implementation Specifications, and Certification Criteria for Electronic Health Record Technology as published in the Federal Register on July 28, 2010



Identifies the normative criteria and standards to be used in the ARRA Meaningful Use of Electronic Health Records program.


Provides informative guidance on how to apply the criteria and standards to EHRs


Is the basis for the NIST Test Method for evaluating EHR conformance based on the ONC-specified criteria and standards.  NIST does not impose additional requirements beyond those specified in the ONC final rule.
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Guiding principles in the development of the Meaningful Use Test Method (and testing too)


Every level of test method is traceable to the criteria

Test procedure traceable to criterion

Tester requirement traceable to a part of a criterion/standard

Inspection requirement traceable to a part of a criterion/standard



Do not create new implicit (or explicit) requirements

Do not clarify ambiguities

Do not add specificity through examples

Watch for new requirements hidden in test data

Stay silent on how an EHR should accomplish some functions; not impose additional requirements 

Do not incorporate related but unspecified capabilities that may be present in EHR systems
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The Challenge  Became ...


How to develop test procedures which

Do not create new implicit (or explicit) requirements

Do not clarify ambiguities

Do not add specificity through examples

Watch for new requirements hidden in test data

Stay silent on how an EHR should accomplish some functions; not impose additional requirements 

Do not incorporate related but unspecified capabilities that may be present in EHR systems

Yet, have sufficient detail so that both the Vendor and the Tester understand what’s required, and understand how the system under test will be evaluated.

And, deliver a test method in time to begin testing and certification in September 2010 based on the ONC FR of July 2010.
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MU 1 Test Method Timeline 

NIST collaborated with ONC to clarify policy intent where possible and to incorporate the guidance from the Preamble to the Final Rule into the test procedures. 

ONC approved version 1.0 of the test method in August  2010.

Based on public feedback received, and early testing experience by the ATCB’s, NIST updated the test method which ONC approved as version 1.1 in late September 2010.

Responding to additional public feedback and ATCB experience, NIST published technical corrections to several  test procedures in December 2010.


NIST has received and dispositioned approximately 700 comments to-date about the test method. 
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Considerations for the MU 2 Test Method

NIST would like to consider ways to leverage existing knowledge about EHR functional requirements in two ways:

as an input to the criteria formation discussions

to help clarify the scope of the functional requirements (what’s included, what’s not included, based on the policy intent)

to help inform the choice of wording in the criteria statements (to improve specificity and clarity of the policy intent; and to ensure consistency in the use of functional terms).

to help evaluate the ‘testability’ of the proposed criteria statements

as input to the test method development activities

to provide more of a standards-based framework  for expressing the functional requirements based on the MU criteria

to inform the choice of words and functional descriptions in the test procedures

to inform the test data requirements 
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How the EHR-S FM Workgroup Can Help

Help develop NIST’s understanding of the EHR-S Functional Model, particularly R2

Provide input on NIST research activities to 

Determine the extent to which the ONC MU Stage 1 criteria can be mapped to conformance statements in the EHR-S Functional Model (R2)

Consider ways in which the EHR-S FM conformance statements and glossary could be leveraged to improve the specificity of the MU criteria and reduce the ambiguity of the test procedures

Develop practical examples of  potential MU test procedures which implement the results of the research











‹#›

Mapping Exercise … learn by doing 

Activities:

Identify EHR_S FM R2 conformance statements which describe the functional capabilities in the criteria and identify any gaps in the FM R2 (coverage analysis) 

Identify FM conformance statements which do not appear to be ‘in-scope’ but may be worth considering further or discussing with ONC

Explore ways to use the EHR-S FM R2 glossary to ‘normalize’ the terminology in the MU Test Procedures, and possibly in the ONC criteria.

Explore ways to leverage the conformance statements in the MU Test Procedures

Explore ways to leverage the information requirements in the MU Test Data
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Two MU Criteria to start with ...

§170.302 (a) Drug-drug, drug-allergy interaction checks

(1) Notifications. Automatically and electronically generate and indicate in real-time, notifications at the point of care for drug-drug and drug-allergy contraindications based on medication list, medication allergy list, and computerized provider order entry (CPOE).

(2) Adjustments. Provide certain users with the ability to adjust notifications provided for drug-drug and drug-allergy interaction checks

  

§170.302 (d) Maintain active medication list. Enable a user to electronically record, modify, and retrieve a patient’s active medication list as well as medication history for longitudinal care.
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Activities 1 and 2: §170.302 (a) Drug-drug, drug-allergy interaction checks 


	170.302(a)(1) Notifications. Automatically and electronically generate and indicate in real-time, notifications at the point of care for drug-drug and drug-allergy contraindications based on medication list, medication allergy list, and computerized provider order entry (CPOE).

 







DC.2.3.1.1.1. The system SHALL determine and present the presence of interactions between prescribed medications and medications on the current medication list and present this information.



2. The system SHALL determine  the presence of interactions between prescribed medications and allergies on the current allergy list and present this information

3. The system SHALL provide the ability to capture and maintain a medication prescription despite alerts for interactions and/or allergies being present.



6. The system SHALL conform to function DC.1.8.6 (Manage Documentation of Clinician Response to Decision Support Prompts) and provide the ability to document why a drug interaction warning was overridden.





Out of 

Scope?

Out of 

Scope?

Not in 

CPOE?

OK

SHALL conformance statements only

OK
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Activities 1 and 2: §170.302 (a) Drug-drug, drug-allergy interaction checks


	170.302(a)(1) Notifications. Automatically and electronically generate and indicate in real-time, notifications at the point of care for drug-drug and drug-allergy contraindications based on medication list, medication allergy list, and computerized provider order entry (CPOE).

 







11. The system SHALL determine and present, at the time of drug dispensing, potential drug-drug interaction(s).

13. The system SHALL provide the ability to determine that a potential drug-drug interaction(s) exists and present notifications according to caregiver scope of practice, organizational policy and jurisdictional law.

14 The system SHALL determine and present, at the time of drug prescribing, potential drug-allergy interaction(s)..

15. The system SHALL determine and present, at the time of drug dispensing, potential drug-allergy interaction(s)..

16.The system SHALL provide the ability to determine that a potential drug-allergy interaction(s) exists and present notifications according to caregiver scope of practice, organizational policy and jurisdictional law.





Out of 

Scope?

OK

Out of

 Scope?

Out of

 Scope?

SHALL conformance statements only

Out of 

Scope?
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Activities 1 and 2: §170.302 (a) Drug-drug, drug-allergy interaction checks


	170.302(a)(1) Notifications. Automatically and electronically generate and indicate in real-time, notifications at the point of care for drug-drug and drug-allergy contraindications based on medication list, medication allergy list, and computerized provider order entry (CPOE).

 







17. The system SHALL provide the ability to determine that a potential drug-allergy interaction(s) exists and present notifications according to caregiver scope of practice, organizational policy and jurisdictional law.



19. The system SHALL provide the ability to present, on demand, potential drug-allergy interactions, drug-drug interactions and drug-diagnosis interactions based on current medications, active allergies and active problems.

21 The system SHALL maintain coded list of medications including a unique identifier for each medication.









Out of Scope?

(Would apply to medication list?)

Out of

 Scope?

Is ‘on-demand’

In Scope?

SHALL conformance statements only
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Activities 1 and 2: §170.302 (a) Drug-drug, drug-allergy interaction checks


	170.302(a)(1) Notifications. Automatically and electronically generate and indicate in real-time, notifications at the point of care for drug-drug and drug-allergy contraindications based on medication list, medication allergy list, and computerized provider order entry (CPOE).

 







5. The system SHOULD provide the ability to determine and present the presence of duplicate therapies.



8. The system SHOULD determine the presence of drug-lab interactions and present information to the clinician that certain lab test results may be impacted by a patient’s medications..

9 The system SHOULD provide the ability to determine, maintain, and present medications noted to be ineffective for the patient in the past..



10 The system SHOULD determine,  maintain, and present contraindications between a drug and patient's  current health condition and characteristics (e.g., gender, age, weight, smoking status, pregnancy status, renal function) at the time of drug ordering.









Out of 

Scope?

Out of

 Scope?

SHOULD conformance statements only

Out of

 Scope?

Out of 

Scope?
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Activities 1 and 2: §170.302 (a) Drug-drug, drug-allergy interaction checks


	170.302(a)(1) Notifications. Automatically and electronically generate and indicate in real-time, notifications at the point of care for drug-drug and drug-allergy contraindications based on medication list, medication allergy list, and computerized provider order entry (CPOE).

 







18. The system SHOULD determine  interactions between prescribed drugs and herbal supplements, dietary supplements, and medications on the current medication list and present notifications to the provider..



20. The system SHOULD present the rationale for a drug interaction alert.

9 The system SHOULD provide the ability to determine, maintain, and present medications noted to be ineffective for the patient in the past..



10 The system SHOULD determine,  maintain, and present contraindications between a drug and patient's  current health condition and characteristics (e.g., gender, age, weight, smoking status, pregnancy status, renal function) at the time of drug ordering.









Out of 

Scope?

Out of

 Scope?

SHOULD conformance statements only

Out of

 Scope?

Out of 

Scope?
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Activities 1 and 2: §170.302 (a) Drug-drug, drug-allergy interaction checks


	170.302(a)(1) Notifications. Automatically and electronically generate and indicate in real-time, notifications at the point of care for drug-drug and drug-allergy contraindications based on medication list, medication allergy list, and computerized provider order entry (CPOE).

 







14 The system SHALL determine and present, at the time of drug prescribing, potential drug-allergy interaction(s)..











“OK” SHALL and SHOULD conformance statements

DC2.3.1.1.1. The system SHALL determine and present the presence of interactions between prescribed medications and medications on the current medication list and present this information.



2. The system SHALL determine  the presence of interactions between prescribed medications and allergies on the current allergy list and present this information

OK

OK

OK

What Did I  Miss?

Is D:D interaction during CPOE covered 

by DC 2.3.1.1.1? 

Dose checking? (DC.2.3.1.2)



Definitional issues

‘generate and indicate’

‘real-time’

‘notifications’

‘at the point of care’
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Activities 1 and 2: §170.302 (a) Drug-drug, drug-allergy interaction checks 


	170.302(a(2) Adjustments. Provide certain users with the ability to adjust notifications provided for drug-drug and drug-allergy interaction checks



 







DC2.3.1.1.5. The system  SHOULD provide the ability to capture and maintain the severity level at which warnings should be displayed.. 





. 



What Did I  Miss?

 Any distinction between D:D and D:A?



Definitional issues

“certain users”

 ‘adjust notifications’


“severity level” means ?

“warnings” = “notifications”? 



OK

SHALL and SHOULD conformance statements (only found one)
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Activities 1 and 2: §170.302 (d) Maintain active medication list

§170.302 (d) Maintain active medication list. Enable a user to electronically record, modify, and retrieve a patient’s active medication list as well as medication history for longitudinal care.



 







DC.1.4.2.1The system SHALL provide the ability to manage  a patient-specific medication list based on current medication orders or prescriptions.



2.The system SHALL provide the ability to manage, the details of the medication information including prescriber, ordering date, dose, route, and SIG (description of the prescription, such as the quantity) formulation and instructions according to scope of practice, organizational policy and/or jurisdictional law.





. 



OK

3. The system SHALL provide the ability to manage, as discrete data, medication information including prescriber, ordering date, dose, route, and SIG (description of the prescription, such as the quantity)  according to scope of practice, organizational policy and/or jurisdictional law.



5. The system SHALL provide the ability to capture medications not reported on existing medication lists or medication histories.





SHALL conformance statements only

OK?

OK?

eRx vs

CPOE?



Not sure

OK?
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Activities 1 and 2: §170.302 (d) Maintain active medication list

§170.302 (d) Maintain active medication list. Enable a user to electronically record, modify, and retrieve a patient’s active medication list as well as medication history for longitudinal care.



 







6. The system SHALL provide the ability to capture non-prescription medications including over the counter and complementary medications such as vitamins, herbs and supplements.

7. The system SHALL provide the ability to  render the medication history associated with a patient

.8. The system SHALL provide the ability to tag a medication as erroneously captured and excluded from the presentation of current medications.





. 



 Out of

Scope?

9. The system SHALL provide the ability to render a current medication list for patient use.

12. The system SHALL provide the ability to receive from an external source (for example a plan, payer or pharmacy)  a medication history

13. The system SHALL provide the ability to capture that a medication history is unavailable or incomplete..





SHALL conformance statements only

OK

 Out of

Scope?

OK

 Out of

Scope?

 Out of

Scope?
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Activities 1 and 2: §170.302 (d) Maintain active medication list

§170.302 (d) Maintain active medication list. Enable a user to electronically record, modify, and retrieve a patient’s active medication list as well as medication history for longitudinal care.



 







14. The system SHALL provide the ability to capture a description and reason  for a medication when the medication name is unknown.

19. The system SHALL conform to function DC.2.3.1.1 (Support for Drug Interaction Checking) to render any potential interactions when capturing or maintaining medications.

21. The system SHALL provide the ability to capture free text medications and render them in a manner that distinguishes them from coded medication entries.





. 



 Out of

Scope?

22. The system SHALL tag and render an indicator that  interaction checking will not occur against free text medications.

24. The system SHALL provide the ability to capture and render that the patient takes no medications.

25. The system SHALL provide the ability to render only current active medications (i.e. exclude prescription whose duration has been exceeded or end date has passed).



SHALL conformance statements only

OK

 Out of

Scope?

Maybe In?

 Out of

Scope?

 Out of

Scope?

(ck)

 Out of

Scope?
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Activities 1 and 2: §170.302 (d) Maintain active medication list

§170.302 (d) Maintain active medication list. Enable a user to electronically record, modify, and retrieve a patient’s active medication list as well as medication history for longitudinal care.



 







28. The system SHALL capture, maintain and present pre-admission medications.

29. The system SHALL present pre-admission medications at the time of discharge.

30. The system SHALL provide the ability to capture, maintain, and present all pertinent details of the medication administration including medication name, strength, dose, route, time of administration, exceptions to administration, and administrator of the medication.



. 



 Out of

Scope?

SHALL conformance statements only

 Out of

Scope?

 Out of

Scope?
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Activities 1 and 2: §170.302 (d) Maintain active medication list

§170.302 (d) Maintain active medication list. Enable a user to electronically record, modify, and retrieve a patient’s active medication list as well as medication history for longitudinal care.



 







4. The system SHOULD provide the ability to capture other dates associated with medications such as start , end and discontinuation dates.

15. The system SHOULD provide the ability to render on the medication list active medications that the patient brings from home to take while hospitalized, which the Pharmacy may not dispense.



. 



16. The system SHOULD provide the ability to maintain the medication list with changes from pharmacist verification including pharmacist, date, and time.

17. The system SHOULD provide the ability to manage the reason or indication for the medication when recording historical or  medications from external sources (e.g., from home or other provider).

18. The system SHOULD provide the ability to update a medication order directly from the medication list.



SHOULD conformance statements only

OK?

 Out of

Scope?

 Out of

Scope?

 Out of

Scope?

 Out of

Scope?
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Activities 1 and 2: §170.302 (d) Maintain active medication list

§170.302 (d) Maintain active medication list. Enable a user to electronically record, modify, and retrieve a patient’s active medication list as well as medication history for longitudinal care.



 







20. The system SHOULD provide the ability to maintain a medication order directly from medication reconciliation.

23. The system SHOULD provide the ability to render side effects of medications from the medication list.





. 



SHOULD conformance statements only

 Out of

Scope?

 Out of

Scope?
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Activities 1 and 2: §170.302 (d) Maintain active medication list

§170.302 (d) Maintain active medication list. Enable a user to electronically record, modify, and retrieve a patient’s active medication list as well as medication history for longitudinal care.



 







DC.1.4.2.1The system SHALL provide the ability to manage  a patient-specific medication list based on current medication orders or prescriptions.



2.The system SHALL provide the ability to manage, the details of the medication information including prescriber, ordering date, dose, route, and SIG (description of the prescription, such as the quantity) formulation and instructions according to scope of practice, organizational policy and/or jurisdictional law.





. 



OK

3. The system SHALL provide the ability to manage, as discrete data, medication information including prescriber, ordering date, dose, route, and SIG (description of the prescription, such as the quantity)  according to scope of practice, organizational policy and/or jurisdictional law.



5. The system SHALL provide the ability to capture medications not reported on existing medication lists or medication histories.





“OK and OK?” SHALL and SHOULD conformance statements only

OK?

OK?

eRx vs

CPOE?

OK?

Not sure
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Activities 1 and 2: §170.302 (d) Maintain active medication list

§170.302 (d) Maintain active medication list. Enable a user to electronically record, modify, and retrieve a patient’s active medication list as well as medication history for longitudinal care.



 







7. The system SHALL provide the ability to  render the medication history associated with a patient

9. The system SHALL provide the ability to render a current medication list for patient use.

25. The system SHALL provide the ability to render only current active medications (i.e. exclude prescription whose duration has been exceeded or end date has passed).





. 



OK

4. The system SHOULD provide the ability to capture other dates associated with medications such as start , end and discontinuation dates.



What Did I Miss?

“record” and “modify” implied by “manage”?  (including recording when received via interface from external systems?)

“longitudinal care” 









“OK and OK?” SHALL and SHOULD conformance statements only

OK

OK?

OK
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Resources

NIST Health IT Standards & Testing

http://healthcare.nist.gov/ 

Feedback to NIST on the Test Procedures

hit-tst-fdbk@nist.gov.

ONC-Approved Meaningful Use Test Method

http://healthcare.nist.gov/use_testing/index.html


NIST contacts

Ken Gebhart (Ken.Gebhart@NIST.gov) – MU Test Method

Lisa Carnahan (Lisa.Carnahan@NIST.gov) – NIST healthcare Interoperability initiatives (on temporary detail)

Kevin Brady (Kevin.Brady@NIST.gov – Acting Group Leader





‹#›
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Current IN Organization 

Information Infrastructure:

IN.2 Health Record Information & Management

IN.1 Security

IN.2 Health Record Information & Mgt

IN.3 Registry & Directory Services

IN.4 Terminology & Services

IN.5 Interchange Standards

IN.6 Business Rules Mgt

IN.7 Workflow Mgt

IN.8 New – Backup & Restore

IN.9 New - Archive & Restore

IN.10 New – Lifecycle Event Mgt

IN.11 New – Systems Mgt



IN.2.1 Data retention, Availability & Destruction

IN.2.1.1 Preservation (RM-ES)

IN.2.2 Record Audits

IN.2.2.1 Min Metadata Set & Retention (RM-ES)

IN.2.3 Synchronization

IN.2.4 Extraction

IN.2.4.1 Search & Retrieve (RM-ES)

IN.2.5 Store & Manage HR Information

Manage Record States (RM-ES)

Amendments (RM-ES)

Versions (RM-ES)

Pending State (RM-ES)

Retraction (RM-ES)

Completeness (RM-ES)

	Downtime Procedures Storage & Backup
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Relationship of
Actions to EHR Record Entries

		EHRS FM R2 requires that Actions are documented by EHR Record Entries but does not prescribe specific relationship of Actions to Entries – one to one or many to one.				

		Sample Action Sequence		Example A:  One to One		Example B:  Many to One

		1. Capture Patient Demographics, Start Ambulatory Encounter		Originate 1st
EHR Record Entry		Originate One Record Entry for Actions 1-6

		2. Take Vitals		Originate 2nd…		

		3. Do History & Physical		Originate 3rd…		

		4. Do Assessment		Originate 4th…		

		5. Place Orders		Originate 5th…		

		6. Complete Encounter		Originate 6th…		

		Patient Encounter Documented in…		6 EHR Record Entries
(6 “Originate” Lifecycle Events)		1 EHR Record Entry
(1 “Originate” Lifecycle Event)

		Later…		Amend (one or more) Entries		Amend (one) Entry
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Evidence of Actions Taken
Record Lifecycle Events and Audit Triggers

		WHAT		Any Action Taken		may be…		Evidenced as
EHR Record Entry		and/or…		Evidenced as
Audit Log Entry

		WHO		By Actor(s):
User
EHR System algorithm								

		HOW		By invoking EHRS Function(s) – DC, S, IN								

								By invoking
Record Lifecycle Event (IN.10)				By invoking
Audit Trigger
(IN.2.2, IN.X.X)

								By creating/updating EHR Record Entry, capturing Action Details and Metadata				By creating/updating Audit Log Entry, capturing Audit Metadata
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Problem: IN.2.2 Audit Record

Problem:

IN.2.2 was incomplete in FM R1

New IN.2.2

Triggers & Metadata

Security

Record Actions

System

Audit Record Use

Retention

Many audit triggers creating a lot of child functions  

Function isn’t a perfect fit in IN.2 (only record actions)



Relationship between trigger and metadata is better defined

Direct relationship between Record Action Triggers and Information Lifecycle Events

DC and S directly related to record entries
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Option 1: 
Add New Chapter to FM











FMR2





DC	





Supportive





IN





NEW: Record Life Cycle Management

(Combination of IN.10 Lifecycle & IN.2 HR Information & Mgt)













Option B:
Combine IN.2 & IN.10
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IN.





Security





Move IN.2.2 Audit Record triggers and metadata related to security





IN.





Record Lifecycle Management (combination HR Info & Mgt and Lifecycle Mgt)





Include IN.9 (Archive) as a lifecycle event and part of IN.2.2 for Record Action Metadata





IN.





Registry & Directory Services	





IN.





Standards & Terminology





IN





Standards-based Interoperability





IN





Business Rules Mgt





IN





Workflow Management





IN





IN.8 Systems Management, Operations & Performance (new)





Include Back Up & Restore; move synchronization related to system time; System Audit/Metadata







































Audit Triggers

Security

Authentication – begin user session

 Authentication – prompt for password change

Log Out

Access

Attempts to access data

Extraordinary access

Permission authorized

Permissions changed

Health Information Exchange (external systems)

Receive Query

Respond to Query

Send  Query

Receive Response

System

Business Rule





Record Action

Object Data Creation

Object Data Amend

Translate

Map

Attestation

View

Generate a report

Output

Transmit

Receive from an external source

Redact

Merge

Unmerge

Archive

Preserve/Legal Hold

Deprecate

Restore
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9

		 ID		What
(Trigger)		Who		When		Where 		Why

				Data Creation		Patient (Shall)
User (Shall)		Date (Shall)
Time (Shall)		Application 
Network  (Should) Address
Terminal ID (Should)		

				Data Amendment

Metadata reference to the original data ID (Should) 
		Patient (Shall)
User (Shall)
		Date (Shall)
Time (Shall)
		Application 
Network  (Should) Address
Terminal ID (Should)
		

				Transmit

Data/Document ID (May)
		Patient (Shall)
User ID who initiated transfer (Shall)
Org ID for Origination of data (Shall)
		Date (Shall)
Time (Shall)
		Location data exported to (Should)
Application 
Network  (Should) Address
Terminal ID (Should)		



Possible Metadata Format for FM









Summary & Comments

Combine Health Record and Information and Lifecycle Event Management to new Record Lifecycle Management

Own chapter vs. revised IN.2

Divide up audit record and metadata into appropriate function

Security

Lifecycle 

Exchange

Business Rule

System
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May 2011 WGM Final Attendance.xlsx
Final Attendance

		HL7 Electronic Health Record Work Group - Attendance May WGM 2011

		Monday								Tuesday								Wednesday								Thursday								Last Name		First Name		Affiliation		e-mail

		Q1		Q2		Q3		Q4		Q1		Q2		Q3		Q4		Q1		Q2		Q3		Q4		Q1		Q2		Q3		Q4

																		x																Ayers		Elaine		NIH		eayres@nih.gov

		x		x																														Binetti		Bob		Abbott		bob.binetti@abbott.com

		x		x		x		x								x		x																Bojicic		Sasha		Canada Health Infoway		sbojicic@infoway-inforoute.ca

												x																						Bolte		Scott 		GE Healthcare		Scott.bolte@ge.com

		x																																Bond		Andy		NEHTA		andy.bond@nehta.gov.au

		x		x														x		x														Chang		Wo		NIST		wchang@nist.gov

												x		x																				Crystal		Kallen		AHIMA		crystal.kallem@ahima.org

		x		x		x		x																										Curtis		Clayton		VA/VHA		clayton.curtis@VA.gov

										x		x		x		x		x		x														Datta		Gora 		Cal2Cal		gora@cal2cal.com

										x																								Dear		Guy		Duke		guy.dear@duke.edu

		x		x														x																Delgado		Jaime		DMAG-UPC/HL7 Spain		jaime.delgado@ac.upc.edu

				x		x		x		x		x		x		x																		DeLuca		Melinda		Triwest Healthcare		mdeluca@triwest.com

		x		x				x						x		x		x		x		x												Dickinson		Gary		Centri Health		gary.dickinson@ehr-standards.com

		x		x				x										x				x		x		x		x						Dixon Hughes		Richard 		DH4 Pty Ltd		richard@dh4.com.au

		x		x		x		x		x		x		x				x		x		x												Do		Nhan		US Amry		nhan.do@us.army.mil

										x		x		x		x		x		x				x										Dougherty		Michelle		AHIMA		michelle.dougherty@ahimia.org

		x																																Dunlop		Robert		Infermed		robert.dunlop@infermed.com

				x																														Farmer		Jon		Apelon		jfarmer@apelon.com

																		x		x														Gebhart		Ken		NIST		ken.gebhart@NIST.gov

																		x		x		x		x										Gelzer		Reed		Provider Resources		rgelzer@provider-resources.com

														x		x				x		x		x										Goossen		Anneke		HL7 NL		agoossen@results4care.nl

																				x														Hakai		Masaaki		HL7 Japan		masaaki_Hirai@nifty.com

										x		x																						Heard		Sam		Australia/Ocean EHR		sam.heard@oceaninformatics.au

						x		x		x				x		x				x		x		x										Heermann Langford		Laura 		Intermountain		Laura.heermann@imail.org

												x																						Heldt		Delane		AMA		delane.heldt@ama-assn.org

										x																								Hoang		Catherine		VA

										x		x								x														Hufnagel		Steve 		dad; mhs		hufnagel@acm.org

												x																						Jagannatha		V		Medquist		juggy@medquist.com

		x		x		x		x		x		x		x		x		x		x		x		x		x		x						James		Lenel 		BCBSA		lenel.james@bubsa

		x		x		x		x		x		x		x		x		x		x		x		x		x		x						Janczewski		Mark 		DOD/TMA		mark.janczewski.ctr@tma.osd.mil

										x																								Khalid		Arsalan		ACC		akhalid@acc.org

		x		x		x				x		x		x		x		x		x														Khan		Hetty 		CDC/NCHS		hdk1@cdc.gov

				x																														Krauss		Deborah		CMS		deborah.krauss@cms.hhs.gov

		x		x						x		x						x		x														Kretz		Jim		SAMHSA/HHS		Jim.Kretz@samhsa.hhs.gov

																		x		x														Lavigne		Don		XIFIN		dlavigne@xifiin.com

												x		x		x				x		x		x										McClay		Jim 		UNMC		Jmcclay@unmc.edu

				x																														Moehrke		John 		GE		john.moehrke@med.ge.com

		x										x						x		x														Mon		Don		AHIMA		donald.com@ahima.org

				x		x						x																						Newton		Tanya		SAFE-Biopharma		tanya.newton@SAFE-Biopharma.org

										x		x						x		x														Okada		Mihoko		HL7 Japan

																		x																Orlova		Anna		PMDSC		aorlova@jhsph.edu

								x						x						x		x		x										Park		Peter		DOD/TMA		peter.park@med.navy.mil

																		x																Reed-Fourquet		Lori 		ehealthsign		lori.fourquet@sbcglobal.net

				x																														Reeves		Dianne		National Cancer Inst		reevesd@mail.nih.gov

										x																								Rhoads		John 		Phillips		john.rhoads@philips.com

												x		x																				Richesson		Rachel		University of South Florida		rachel.richesson@epi.usf.edu

		x		x		x		x		x		x		x		x		x		x		x		x										Ritter		John 				johnritter1@verizon.net

												x																						Roberts 		John 		TN Dept Health		john.a.roberts@tn.gov

		x		x																														Rocca		Mitra		FDA		mitra.rocca@fda.hhs.gov

												x						x																Rogers		Rich		IBM		rrogers@us.ibm.com

		x										x								x														Sarbadhikari		Supten		HL7/India		supten@gmail.com

		x																																Shaver		Dave		Corepoint		dave.shaver@corepointhealth.com

												x																						Singureanu		Ioana		VA		ioana.singureanu@va.gov
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