




September 11, 2006

Kelly Cronin

Director, Office of Programs and Coordination

Office of the Coordinator for Health Information Technology

Mary E. Switzer Building

330 C Street, SW, Suite 4090

Washington, DC 20201

Dear Ms. Cronin,

On behalf of the members of the American Clinical Laboratory Association (ACLA), I am writing to offer our input on the feasibility of the proposed Minimum Data Set (MDS) currently being considered by the American Health Information Community’s (AHIC) Biosurveillance Workgroup Data Steering Committee.  Our recommendations address both the specifics of the MDS itself, as well as the larger issue of the realistic expectations of public health department, public health laboratories, commercial laboratories, or even the Federal government to implement the MDS – particularly with little or no new money.
Clinical laboratories have spent a considerable amount of resources creating custom interfaces for their individual client physicians and hospitals throughout the country.  National laboratories also report public health information to as many as 3,000 separate public health agencies, many of which do not have the capability of receiving data electronically.  In addition, since public health agencies use the data reported to them to support specific programs, which may require different data from the minimum data set, there is no reason to anticipate that all of these agencies would be willing to limit their reporting requirements to the proposed minimum data set.  This means that any anticipated benefits conveyed to laboratories through the development of uniform electronic clinical and public health data standards are, at this time, wholly theoretical and years in the making – even if they could ever be realized - whereas the costs of compliance with these new reporting requirements (essentially the 3001st data stream) would be both real and immediate.  While we are cognizant of the Health Information Technology Standards Panel (HITSP) ongoing work to develop a set of health IT standards that will support interoperability, that work is very preliminary and to a certain extent, disconnected with the current state of IT available in the area of public health (by last count roughly 18 states have the ability to transmit or receive public health information electronically.)  Furthermore, once developed, unless mandated by the Department of Health and Human Services, there are virtually no assurances that software developers, providers, information technology vendors or governmental agencies would be required to implement these HITSP-approved data standards.  This new burden must not be another unfunded mandate that laboratories are required to shoulder.  
Within the MDS preconditions, statements are made which may require laboratories to perform additional operations on their data including anonymizing patient data and the need to report tests within 24 hours.  Both of these ‘preconditions’ would require significant technical expertise at considerable cost to laboratories.  Furthermore, these are tasks that very few – if any - of the nation's 13,000 independent and hospital laboratories have the resources to implement.  In fact, the work required to do this in cases where massive quantities of data are involved would require highly specialized – and expensive – software that is not currently required for routine laboratory functions.  Specifically regarding the issue of reporting test results within a 24 hour timeframe (precondition #5), given the extra processing described in both the preconditions and elsewhere, is it truly realistic to expect laboratories to comply with reporting requirements more burdensome than those currently in effect, and in a shorter time period than laboratories currently have?  And to the point of extra processing (preconditions #6-9), and more specifically the anonymization of patient data, those envisioned by the MDS describe a completely new process of filtering out but retaining identifiers that is not currently part of laboratory practice.  
The MDS itself raises several important issues. First, regarding patient data elements, particular consideration should be given to the fact that laboratories often don’t see the patient, but simply receive a specimen sample with limited biographic information on the patient.  As such, every effort should be made to limit the number of fields to those fields that laboratories receive while providing enough information that errors in patient identification are avoided to the greatest extent possible.  On the issue of laboratory test orders, while ideally this would be part of the MDS, without standardization, as is the case today, aggregating this information will be difficult.  Collecting laboratory results, however, is much more feasible given the ongoing work of the EHR-Lab Interoperability and Connectivity Standards (ELINCS) project to establish laboratory test result standardization.  ELINCS, with the support of ACLA member laboratories LabCorp and Quest Diagnostics (among others), provides a rational, consensus implementation guide for standardizing test result information.  Unlike those standards recently proposed by HITSP, ELINCS is based on a version of HL-7 much more widely used within the health care industry, including public health.  While much work remains to be accomplished (including laboratory test orders), ELINCS can serve as the foundation towards achieving standardization in the area of laboratory test result reporting.
We appreciate your consideration of these important issues as the AHIC Biosurveillance Workgroup’s Data Steering Committee continues its work to achieve both the Workgroup’s specific and broad charges.





Sincerely,






Jason DuBois





Vice President, Government Relations
