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July 24, 2018 

The Honorable Alex M. Azar II 
Secretary 
Department of Health and Human Services 
200 Independence Avenue, S.W. 
Washington, D.C. 20201 

Dear Secretary Azar: 

I am writing on behalf of the Clinical Laboratory Improvement Advisory 
Committee (CLIAC) to express the Committee's recommendations regarding 
laboratory interoperability. 

BACKGROUND 

During the April 10-11, 2018 CLIAC meeting, the Committee was provided an 
overview on past CLIAC discussions and recommendations related to the 
laboratory interoperability topic. Three presentations were then given on current 
issues surrounding the standardization of laboratory data. The meeting summary 
can be found at 
https://ftp.cdc.gov/pub/CLIAC meeting presentations/pdf/CLIAC Summary/cliac 
0418 summary.pdf. 

After deliberating on the interoperability challenges and the need for bringing 
about widespread exchange of laboratory data in electronic health records and 
other health information technology systems, the Committee voted to provide the 
following recommendations to HHS. 

Recommendation 1: 
CLIAC recommends that FDA and CMS create and implement guidelines for in 
vitro diagnostic device and laboratory information system manufacturers which 
describe specifications for interoperability, and require uset of emerging 
standards such as Laboratory Analytical Workflow Profile and Logical 
Observation Identifiers Names and Codes for In Vitro Diagnostics. 

Recommendation 2: 
The committee recommends that the CDC consult with the Office of the National 
Coordinator for Health Information Technology to identify the appropriate agency 
to develop a report to 








