
Quick Reference Guide for Determining 
Applicable Status of an Independent 

Laboratory  
Section 1834A of the Social Security Act (the Act), as established by section 216(a) of the Protecting Access to 
Medicare Act of 2014 (PAMA), requires applicable laboratories to report applicable information to CMS for 
each clinical diagnostic laboratory test that the laboratory furnishes. On February 3, 2026, section 6226 of the 
Consolidated Appropriations Act (CAA) was passed, announcing that the next data reporting period would be 
from May 1, 2026, to July 31, 2026, and is based on an updated data collection period of January 1, 2025, 
through June 30, 2025. Because CMS cannot verify all information to determine applicable lab status, 
Independent laboratories are asked to determine whether they are applicable labs and, if so, are 
required to report. Here is helpful guidance for laboratories on determining whether their facilities qualify 
as applicable laboratories during the collection period.

Is your lab CLIA 
Certified, including a 

CLIA Certificate of 
Waiver?

NO Not an Applicable Lab - 
Do Not Report

YES

Does your lab have its 
own NPI?

NO Does your lab use 
another lab's NPI?

MAYBE

Your lab is not an 
Applicable Lab and is 

not required to report. 
However, if the lab's 

NPI bills Medicare, that 
NPI may be required to 

report and your data 
should be included in 

that report.

YES

Does this NPI bill 
Medicare Part B? NO Not an Applicable Lab - 

Do Not Report

YES

YES

Does this NPI meet the Majority of Medicare Threshold?

Medicare Clinical Laboratory Fee Schedule (CLFS) revenues + Medicare 
Physician Fee Schedule (PFS) revenues received by your NPI / Total 

Medicare revenues received by your NPI. 

Is that number greater than 0.50, or 50%? 

NO Not an Applicable Lab - 
Do Not Report

YES

Do the Medicare CLFS 
revenues for this NPI 

exceed $12,500?
NO Not an Applicable Lab - 

Do Not Report

YES

You are an Applicable Lab 
and are required to report.

For more information, visit CLFS & PAMA Reporting Resources Website. 
Contact CLFS_Inquiries@cms.hhs.gov. 
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https://www.cms.gov/medicare/payment/fee-schedules/clinical-laboratory-fee-schedule/clfs-pama-reporting-resources
mailto:CLFS_Inquiries@cms.hhs.gov



