HITSP/CCHIT EHR-Laboratory Use Case Road Map – DRAFT FOR DISCUSSION PURPOSES
Following is the proposed road map leading toward full laboratory interoperability as required by the AHIC EHR-Lab Use Case. This applies Use Case applies toward transmission of laboratory results from an external laboratory to an EHR. It does not apply to the transmission of laboratory results from an internal laboratory to the internal EHR. CCHIT will use this road map to guide certification for the Ambulatory Care EHR. The road map will provide information to CCHIT in developing specifications and timelines for Inpatient EHR testing, and to HITSP in developing implementation addenda for its interoperability specifications (IS).
2007:
Transition year setting a path to allow HITSP IS-01 to evolve to Version 2 that will be Recognized by HHS and allow CCHIT time to implement a full test of laboratory interoperability that aligns with EHR vendor’s and laboratory’s capabilities.

2007 HITSP Steps:

In May/June 2007, HITSP finalizes and publishes EHR-Lab IS v.2.0 for the 2006 AHIC use case, modified in response to input including comments received during and as a result of implementation testing.  No changes are anticipated in the list of selected standards, however, material changes and additional documentation are expected as follows:

· Additional implementation guidance is found in more-detailed specifications of data elements

· HITSP Care Delivery TC publishes informative implementation addenda which specify subsets of the IS for implementation in 2007 and 2008 (publication schedule for 2009 and 2010 addenda TBD).  Implementation addenda recommend annual subsets which are summarized in the table below.

· Final IS and addenda to include both HL7 v2 message specifications and HL7 CDA document specifications for lab reports

2007 CCHIT Certification:

In 2007, CCHIT testing of lab messages is constrained to the fields needed to post a lab results to a patient’s chart:

· Patient Identification as required by the EHR in PID-3 (Patient ID as an HL7 CX Component). CCHIT will provide in the test message a Patient Identification Number as provided by the vendor. Note that OBX-2 (Placer Order Number) will be tested in 2009 in the roadmap below. CCHIT will provide a dummy Placer Order Number in the test messages. If an EHR system requires a Placer Order Number to post results to a chart, CCHIT will replace the dummy number with one provided by the vendor.
· Results as required by the HL7 message. One or more results for a patient will be tested. The results will appear in OBX-5 (Observation Value) in the format represented by OBX-2 (Value Type) and will be for the test indicated in OBX-3 (Observation Identifier). The Observation Identifier will be an HL7 CE data type using LOINC as a coding system. CCHIT Testing will be limited to the code list found in the EHR-Laboratory Interoperability and Connectivity Specification (ELINCS) Version 1.1, October 4, 2006 (http://www.chcf.org/documents/chronicdisease/ELINCSSpecificationV1.1.pdf), Appendix A. Note that the list in Appendix A omits Hematocrit. If found in a test message, CCHIT will use the CE value of  4544-3^Hematocrit^LN . 
Successful passage of the 2007 test will involve observation of the correct results being display in the clinical patient’s record.

A single message will be provided for certification testing for vendors operating using HL7 V2.4 or HL7 2.5.1.  The message used for test purposes will on generated by the ELINCS EDGE tool (http://www.chcf.org/topics/chronicdisease/index.cfm?itemID=127582). That tool produces well formed HL7 laboratory messages that conform to the ELINCS 1.1 specification above. The message was tested using parsers set to HL7 V2.4 and HL7 V2.5.1 and provides the needed information for 2007 CCHIT testing as described above without error.

Note that in 2007 CCHIT will NOT certify:

· Connection and transmission. The testing facility will involve a point-to-point Internet connection and simple file download of the test message. <To be updated: The files will be distributed via email or the Internet address will be provided during testing as an HTTP URL.> The file format is simple ASCII-text, non-encrypted. 
· Optionality of any HL7 fields other than as noted above.

· Use or Validity of any HL7 Segments other than noted above.

· Tests outside of the ELINCS Appendix A list other than noted above.

· Full compliance against either the ELINCS 1.1 or HITSP IS-01 specifications.
· Accreditation/Legal (CLIA) status of the laboratory message. (Note the EDGE Tool produces a laboratory message that is CLIA compliant, but this is not tested by CCHIT).

· Storage of the laboratory message by the EHR.

2008-2010 Joint HITSP/CCHIT Road Map

	
	
	Year
	
	

	
	
	2008
	2009
	2010

	
	Recognized Standard

Annual Subset For Implementation
	HITSP IS v2.0

HITSP 2008 Implementation Addendum

	HITSP v2.0

HITSP 2009 Implementation Addendum
	HITSP v2.0
HITSP 2010 Implementation Addendum

	
	HL7 Message Version
	2.5.1

Lot of value in getting the 2.5.1 message structure in place
	2.5.1
	2.5.1

	
	Coding Requirements
	HITSP:

- LOINC for top 95% tests
- LOINC for med micro 
  sensitivity and cytology tests 
- RxNorm where appropriate for Tox Screens
Use of RxNorm? Concern from clinical comm. That those mappings have not been appropriately validated.
CCHIT:

Add requirements for LOINC and RxNorm code in Ambulatory EHR Testing. Ambulatory Certification my explore using these codes for purposes other than Laboratory Reporting.
Informal consensus that cert based upon 2.5.1 should not be a problem – coding more than LOINC would need to be phased in
	HITSP:

- LOINC for top 95% tests
- LOINC for med-micro 
  sensitivity results 
- RxNorm where appropriate for Tox Screens
- SNOMED-CT for cultured 
  organisms (and other 
  observations - TBD)

CCHIT:

Expand code list for Ambulatory to include SNOMED and explore use in other areas.
	HITSP/CCHIT:

- LOINC for top 95% tests
- LOINC for med-micro 
  sensitivity results 
- RxNorm where appropriate for Tox Screens
- SNOMED-CT for all specified observations
- UCUM for units

	
	Structural Requirements for
Culture & Susceptibility
Results (Med-Micro)


	Structured per CDC-PHIN

Structured per HL7 2.5.1 implementation guide
	Structured per CDC-PHIN
	Structured per CDC-PHIN

	
	Other requirements
	- Support for "copy-to" providers
	- Support for "copy-to" providers
- Unique IDs for Placer Order Number (i.e., for each test ordered on a requisition)
- Unique IDs for Filler Order Number (i.e., for each test resulted by the lab)
	- Support for "copy-to" providers
- Unique IDs for Placer Order Number (i.e., for each test ordered on a requisition)
- Unique IDs for Filler Order Number (i.e., for each test resulted by the lab)

	
	HL7 Clinical Document Architecture
	Discussion re: Generating vs. Exchanging the CDA documents
Recommend generating a CDA document that is consistent w/ the HL7 2.5.1 message in 2008 – validate in env scan; exchange of the document in 2009/10.
Key consideration: how to test?  Coupling w/ NHIN contractors – will impact cert year.
HITSP: CDA r2 XD* Lab document with information content matching HL7 v2 message: optional for reporting labs, conditionally required for historical lab data repositories

CCHIT
: CCHIT will test CDA r2 documents in other areas of certification, such as patient registration, in 2008. A Lab Document test will be added if a CDA r2 XD* Lab document is available in sufficient time for vendor development. 
	CDA r2 XD* Lab document with information content matching HL7 v2 message: optional for reporting labs, conditionally required for historical lab data repositories
	CDA r2 XD* Lab document with information content matching HL7 v2 message: optional for reporting labs, conditionally required for historical lab data repositories

	
	Optionality
	Minimal Optionality
- Fields that are not required for EHR or Biosurveillance use cases are "Not Supported."
- No rejection of messages for populated "Not Supported" fields
- Usage of field components and sub-components is specified
	Minimal Optionality
- Fields that are not required for EHR or Biosurveillance use cases are "Not Supported."
- No rejection of messages for populated "Not Supported" fields
- Usage of field components and sub-components is specified
	Minimal Optionality
- Same as 2008 - 2009 plus:
- Additional specification and guidance on support for optional fields to be developed through open process, and published at least 24 months before expected implementation


Modifications – only add what is new in each year’s box.

Note that the HITSP EHR-Lab Use Case does not include specifications for connection authentication nor message transport. HITSP is developing specifications in those areas as a separate document.  CCHIT will test connection and message transport in 2008
 and will release guidance for those tests in 2007. As this may predate the final HITSP specifications, some alignment may be required in 2009 and 2010.

· No transport mechanism in guidance from HITSP.   HL7 got comments for mandatory minimum transport; others indicated that no transport should be specified – so the guide doesn’t say anything re: transport.

· Should CCHIT broach transport on its own outside of HITSP?  The JWG is in agreement that HITSP is not going to cover this area?  Vendor alignment around a method of transport?  De facto transport mechanisms today? As long as what is certified is something that is recognized as one of the HL7 transport mechanisms – there may not be a problem?
· EHRVA is wanting to propose to HITSP & CCHIT from an agreement btw EHRVA and ACLA

· Next steps --- would need a formal submission from ACLA and EHRVA.  Env Scan – CCHIT has not yet received a formal request from EHRVA.  CCHIT will work this into the Environmental Scan.

· What is the downside of specifying a transport mechanism as per EHRVA recommendation --- CCHIT would be making a statement that this is the only transport mech that can be used in the real world.  HL7 came very close to putting a statement into the impl guide that any HL7-recognized transport mechanism may be used.  Counter discussions around mandatory/minimum.
· CCHIT’s test bed would need to be able to accommodate all 3 or if there is a minimum/mandatory then test that approach.

· Who’s role is it and why? Will the NHIN contractors need to utilize the same mechanism of transport?  Tech arch dependent?  EHR-Lab TC planned to return to this area in the future as an update to the IS.
Also note that the HITSP process for maintaining and updating its work products may result in the publication of updated HITSP specifications based on future implementation guidance published by SDOs.  One example of such possible future work is HL7 support of a future ELINCS-based guide for its v2.5.1 message standard.  Such work, when published by an SDO, may be considered for possible future alteration of this joint road map with appropriate and mutually-agreed timing.
�Question:  What does it mean to CCHIT in developing 2008 certification criteria if the HITSP 2008 addendum (implementation subset specification) is published in May vs. June, 2007?


�No plans for Impl Addendum - will have 1 spec that will cover the entire UC


�Comment from Alan:


Do we really want to continue to reference only "structured per CDC-PHIN" for med micro?


This should be part of the new ELINCS 2.0 based HL7 v2.5.1 implementation guide and we could reference both but this may help vendors understand


�From Jamie:  The suggestion is too speculative, but maybe additional explanatory comments could be provided in footnotes.


�Needs additional discussion on CDA, XD*, XDS-Lab, CCR, XDS-MS, medical summaries to share lab results, IHE and HITSP plans


�Comment from Alan:


Regarding the message delivery, we could use an HTTP or even an HTTPS file transfer so we may not want to say anything about encryption as the vendor will probably not be asked to use a client certificate this year so encryption does not matter to the vendor. Another method might be WebDav file sharing using a ticket (sent by Email) that makes the secure connection. 





Anita: message transport options and method will be under evaluation in 2007 in development of CCHIT interoperability testing capabilities
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