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Background for the Meeting

Cal eConnect (CeC) and California have a limited amount of funding for health information exchange (HIE).  Some portion of the funding is to support CeC with the anticipation that CeC will in due course become a sustainable entity based on value-added services sold to providers and HIOs in California.  It is in the interest of CeC and California to identify services that CeC can provide that are useful, valuable and do not duplicate existing available services. 

Purpose of the Meeting

Kathy Tavitian, CEO of  welcomed the group to the meeting and described the purpose:

· CAeHC is seeking input from key stakeholders as to the definition and value of the proposed Business Service currently known as “Laboratory Clearinghouse.”
· CAeHC would like key stakeholders to comment as to the need for this service in Rural (assumed to be HIE-unenabled) and Urban settings (assumed to be HIE-enabled).
· CAeHC seeks to provide recommendations about laboratory services to CeC to help them accelerate HIE activity in CA.
Product Definition

Laura Landry defined the product that CeC has been considering to ensure that the discussion began with an understanding of that proposal.  

Laboratory Services Product: 
The Laboratory Clearinghouse is conceived as a value-added service that aids laboratories in routing lab results to the ordering providers and to public health agencies.  The CeC Laboratory Service would utilize the core services to (1) identify the appropriate providers and/or public health agencies and (2) validate the identity of those sharing laboratory data.  The Laboratory Service might also include translation or transformation services that aid the lab in providing lab results in a format and using a protocol supported by each party.
  To the extent that data transmission standards are carefully implemented and tested (see “CA certified” below), these latter functions will not be extensively needed or used.
Areas of Discussion:  

1. What Services To Offer.  Laboratory Services by CeC can be defined by policy and standards for laboratory services and potentially by the technology used to supply services to the communities.  The first and key decision is what services should be offered.

2. “HIE-unenabled vs. Rural.”  Communities were re-defined as “HIE-enabled” and “HIE-unenabled” as the Rural versus Urban distinction was determined to be a different dimension.  Some Rural communities are HIE-enabled and many Urban communities remain HIE-unenabled.

3. Fundamental Needs.  Baseline needs for both the enabled and unenabled environments today require:

a. Policies.  Policies are needed to specify how structured data that is already being transferred from some providers to other providers should be made available to additional providers, public health departments and other parties that need access to that data to fulfill patient care and public health missions. 

b. California Certified Approach.  A laboratory must deliver results in a standard manner which was denoted in the meeting as a “qualified” manner.  Hereafter we use the term “CA certified” to mean “qualified” as it seems to have the correct denotation and connotation.
c. Requirements for Being California Certified.  CeC might work with the State to either recommend regulations or standards that laboratories need to meet to have an interface transaction be “CA certified.”  These might include using (1) certain transaction standards such as ELINCS, LOINC, HL7 3.5.1, etc. (2) specific semantic (data coding) standards and (3) exchange standards.

d. Web Services Preferred.  We recommend that web services be the preferred method of data transfer and that positional-format standards be used only if web services are not possible. 

e. Transaction Validation Service.  This would be a validation service website run by the State (CeC) that would allow senders and receivers of laboratory transactions to test their systems for structural and semantic compliance with standards used.  This would be a comparable tool to the Claredi website for HIPAA transactions now operated by Ingenix.  See https://www.claredi.com/index.php.  The California Health Care Foundation provided a related tool for testing of ELINCS transactions.  The validation service would need to be able to accommodate both web services interfaces and positional-format interfaces.

4. Additional Services that might be offered are:

a. Terminology services.  LOINC mapping and validation. 

i. For all stages of laboratory readiness.  Policies and website testing would seek to assure proper use of LOINC codes.
ii. For laboratories that are somewhat HIE-enabled.  CeC would use group purchasing to contract for assistance with the setup of the 150 most-frequently used LOINC codes (a number of LOINC codes suggested based on the experience of Santa Cruz HIE).  The selected vendor(s) would assist laboratories with initial setup of LOINC-coding for laboratory results.  The Work Group concluded that a service that performed LOINC coding on-the-fly would not work as each laboratory needs to organize its own approach to applying LOINC codes.
iii. For the HIE-unenabled laboratories.  Such a laboratory needs to either upgrade its Laboratory Information System (if the LIS does not store LOINC codes) or build a separate database for LOINC codes.  As noted previously above, each laboratory needs to be responsible for its own LOINC coding.

Laboratory Transaction Delivery (Clearing House Role)

The group also discussed Laboratory Services as a delivery function and determined the following:

· Laboratory types.  It is important to understand what types of laboratories potentially have an interest in delivery of laboratory results.  These are --

· Medical Provider Laboratories.  Medical groups, IPAs and some independent practitioners have in-house laboratories.  Large medical groups and IPAs may have significant laboratories.  Independent practitioners can typically handle a dozen to 30 stat tests.  Managed care contracts generally allow only a few local tests because contracts with the national laboratories are more cost-effective.

· Hospital Laboratories.  Larger, medium and even small rural and critical access hospitals almost all have significant laboratory services and revenue from these services are a major contributor to profit which cross-subsidizes services that lose money outright like labor and delivery.

· Independent local laboratories.  This is a dying business type.  Many local laboratories have been acquired by the national laboratory companies.  The remaining local laboratories tend to be special purpose, not general clinical laboratories, and quite small.

· National laboratories.  Quest and Lab Corps.  These are the most economical by a significant margin.  

· Result Delivery Needs by Degree of HIE Enablement
· HIE-Enabled Laboratories.   These are operated by laboratory firms, hospitals, MD groups and HIOs.
· Major Laboratory Firms.  These already deliver laboratory results electronically to providers ready to receive the data.  Niche labs may not deliver electronically, but will need to in order to remain in business.

· Enabled Hospitals.  These are already delivering laboratory results electronically.  No support is needed at the State level.
· Providers.  Provider Groups may need to deliver laboratory results electronically.  Larger medical groups and IPAs likely are HIE-enabled or on-track to being HIE-enabled.  For small provider groups and independent practitioners, it will be important for them to select an EHR that supports laboratory results delivery.  There is no special role for CeC beyond policies, testing and CA certification as noted earlier.

· HIE Suppliers.  HIOs need no support from the State beyond policies, testing and CA certification.  If the State promotes network-to-network connections (like NHIN), that could be a consideration.
· Newly HIE-Enabled Laboratories.  These laboratories also are operated by laboratory firms, hospitals, MD groups and HIOs, but will tend to be either very new new or somewhat late adopters of technology.  These laboratories would use policies, testing and CA certification.  They would have no special need for transaction routing as any existing HIE can handle that need.
· HIE-Unenabled Laboratories.  These laboratories are also potentially operated by laboratory firms, hospitals, MD groups and HIOs, though these parties would be in start-up mode or early in the adoption cycle of electronic transactions.  Some of these laboratories and providers receiving their transactions would need assistance from CeC, CeC supported consultants, independent consultants or HIOs in utilizing electronic laboratory results.  If NHIN Direct becomes a desirable approach, access to NHIN Direct could be provided by CeC or any existing CA HIO.
Possible Roles for CeC in Lab Data Exchange
· Policies.  CeC could provide the policies for sending lab data in the CA Certified manner and might charge for the website gateway that tests the transactions, though providing the testing gateway free, at least initially, would be preferable.  Claredi was free initially and added charges after the early and on-time adopters had successfully used it.

· Certifier.  CeC could be the authorizing entity and certifier of compliance with appropriate lab delivery requirements – the “CA Certified” seal of approval.

· Terminology Services.  CeC could work with a vendor to develop a service for assistance with terminology services – LOINC mapping.

· Interface Development Support.  CeC could partner with current in-place HIOs, vendors and consultants to provide interface development support to the newly HIE-enabled or HIE-unenabled.

· Interface Gateway Price Negotiation.  EHR vendors and hospital LIS vendors charge each user steep fees for accessing their systems, a fee for inbound transactions of a designated type and a fee for outbound transactions of the same type, plus a typical 18% per year maintenance fee.  CeC in conjunction with CalHIPSO could negotiate a single Statewide fee or other discounted rates for all interface gateways with each “preferred” vendor.

Recommended Enhancements to the ELINCS Standard

In many ways, the ELINCS standard is preferable to alternatives.  It has been found to have some weaknesses that should be addressed.  These are

1. ELINCS should allow multiple destinations. It is now point-to-point.

2. Some data elements required by the ELINCS standard are typically missing so there is a lot of bogus data transmitted just to fill in “required” fields.

3. ELINCS needs to be network-enabled.

4. ELINCS needs a way to flag test results as preliminary or final.

The HL7 organization is now responsible for maintaining ELINCS.  CeC and/or CAeHC can play a leadership role with respect to HL7 to validate that these problems cannot be addressed without changes to the ELINCS standard and then seek solutions in a short timeframe (not a forte of standards organizations).  CHCF can probably help as the respected “Mother organization” of ELINCS.

Laboratory Orders
One of the strange facts of life in the laboratory world is that there is no HL7 or ELINCS standard for laboratory orders.  Some HIEs send an empty lab result format as a laboratory order.  In fact, there are a certain subset of laboratory results that cannot be matched to a patient because the paper laboratory order did not contain enough identifying information.  For example, the patient medical record is not required (because there is no standard). CAeHC and/or CeC should consider taking a leadership role in developing strategy to influence the progression of the lab ordering standard – perhaps an interim minimum ordering dataset followed by a real laboratory order standard.  According to Charles Perisot, an officer of GE based in Paris who is a stalwart of IHE (Integrating the Healthcare Environment), a sister organization to HITSP (the Health Information Technology Standards Panel), the delay is all about trying to handle every possible type of lab order and some are extremely complicated -- time of sample, time to the lab, special handling, etc.  Thinking along the lines of ELINCS, we need to consider how to establish a lab order format that works for 95% or 99% of lab orders.  We may want to dispatch a delegate to HL7 and involve CHCF in planning an approach that is simple enough to work in most cases.  
Next Steps
The working group agreed to review these notes and recommendations and make them available for comment by those unable to attend the meeting. CAeHC will devote its July 27th webinar to laboratory data exchange to introduce the concepts and initial recommendations to a broader stakeholder community. The group will provide its input and recommendations to CeC to assist its Lab Committee in their process. 

� Note:  Providers other than the ordering provider might receive laboratory results initially (until a continuity of care record is transferred between the specialist and the PCP).  If a specialist orders a test, the PCP should receive results as well as the specialist.  In each community, the providers will wish to work out how laboratory results are shared.  Some PCPs may wish results of laboratory tests ordered by a specialist and others, not.  This is meant as an illustrative example, not a statement of the range of sharing.  Multiple specialists may wish to know if a patient’s diabetes is under control or not, for example.  When EHRs are linked, the need for notification of multiple providers may (or may not) be satisfied in that way.
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