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Quarterly Update for Clinical Laboratory Fee Schedule 
(CLFS) and Laboratory Services Subject to Reasonable 

Charge Payment 
 
 
MLN Matters Number: M12285  

Related CR Release Date: June 15, 2021 

Related CR Transmittal Number: R10853CP 

Related Change Request (CR) Number: 12285 

Effective Date: July 1, 2021 

Implementation Date: July 6, 2021 

Provider Types Affected 
 
This MLN Matters Article is for laboratories, other providers, and suppliers submitting clinical 
laboratory claims to Medicare Administrative Contractors (MACs) for services provided to 
Medicare patients.  
 
Provider Action Needed 
 
This Article tells you about the quarterly update to the CLFS, effective July 1, 2021.  Make sure 
that your billing staffs are aware of these changes.      
  
Background 
 
Next CLFS Data Reporting Period for Clinical Diagnostic Laboratory Tests —DELAYED 
 
See MLN Matters Article MM12612 for more current information on this reporting 
period. 
 
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) required significant changes to how 
Medicare pays for Clinical Diagnostic Laboratory Tests (CDLTs) under the CLFS. CMS 
published the CLFS final rule, Medicare Clinical Diagnostic Laboratory Tests Payment System 
Final Rule (CMS-1621-F), in the Federal Register on June 23, 2016. The CLFS final rule 
implemented Section 1834A of the Act. Under the CLFS final rule, reporting entities must report 
to CMS certain private payer rate information (applicable information) for their component 
applicable laboratories. The data collection period (the period where applicable information for 
an applicable laboratory is obtained from claims for which the laboratory received final payment 
during that time) was from January 1, 2019 through June 30, 2019. 
 
Section 105 (a) of the Further Consolidated Appropriations Act, 2020 (FCAA) (Pub. L. 116-94, 
enacted December 19, 2019) and Section 3718 of the Coronavirus Aid, Relief, and Economic 
Security (CARES) Act (Pub. L. 116-136, enacted March 27, 2020) made several revisions to the 
next data reporting period for CDLTs that aren’t advanced diagnostic laboratory tests (ADLTs) 

https://www.cms.gov/files/document/mm12612-quarterly-update-clinical-laboratory-fee-schedule-clfs-and-laboratory-services-subject.pdf
https://www.ssa.gov/OP_Home/ssact/title18/1834A.htm
https://www.congress.gov/113/plaws/publ93/PLAW-113publ93.pdf#page=15
https://www.congress.gov/113/plaws/publ93/PLAW-113publ93.pdf#page=15
https://www.govinfo.gov/content/pkg/FR-2016-06-23/pdf/2016-14531.pdf
https://www.ssa.gov/OP_Home/ssact/title18/1834A.htm
https://www.congress.gov/116/plaws/publ94/PLAW-116publ94.pdf#page=568
https://www.congress.gov/116/plaws/publ136/PLAW-116publ136.pdf#page=145
https://www.congress.gov/116/plaws/publ136/PLAW-116publ136.pdf#page=145
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and the phase-in of payment reductions under the Medicare private payor rate-based CLFS.  
 
The revisions are as follows:         

• We’ll base the next data reporting period of January 1, 2022, through March 31, 2022, 
on the original data collection period of January 1, 2019, through June 30, 2019 

• After the next data reporting period, there’s a 3-year data reporting cycle for CDLTs that 
aren’t ADLTs (that is 2025, 2028, and so on) 

• We extended the statutory phase-in of payment reductions resulting from private payor 
rate implementation through CY 2024. There’s a 0.0% reduction for CY 2021, and we 
won’t reduce payment by more than 15% for CYs 2022 through 2024. 
 

Clinical Laboratory Fee Schedule Beginning January 1, 2018 
 
Effective January 1, 2018, CLFS rates are based on weighted median private payor rates as 
required by (PAMA). The Part B deductible and coinsurance don’t apply for services we pay 
for under the CLFS. The  PAMA Regulations give more details. 
 
We’ll make the quarterly CLFS available. Other interested parties, such as the Medicaid State 
agencies, the Indian Health Service, the United Mine Workers, and the Railroad Retirement 
Board, may want to retrieve the quarterly CLFS. It will be available in multiple formats:  

• Excel® 
• Text 
• Comma delimited. 

   
The CLFS includes separately payable fees for certain specimen collection methods (codes 
36415, P9612, and P9615). We established the fees in accordance with Section 1833(h)(4)(B) 
of the Act. We may add more specimen collection codes as we discuss below during the 
Public Health Emergency (PHE). 
 
New Codes Effective July 1, 2021 
Proprietary Laboratory Analysis (PLAs)  
 
Please see the table which is part of CR 12285 entitled CY 2021 CLFS Quarterly Updates, 
Tab New Codes Effective 07-01-2021.  We added the listed new codes to the national 
HCPCS file with an effective date of July 1, 2021. These new codes are contractor-priced 
(where applicable) until they’re nationally priced and undergo the CLFS annual payment 
determination process in accordance with the Social Security Act, Section 1833(h)(8), 
Sections 1834A(c) and 1834(A)(f). MACs will only price PLA codes for laboratories within 
their jurisdiction. The table includes the laboratory, long descriptor, short descriptor, and 
Type of Service (TOS) of each new code. 
 
New Codes  
 
Please see the table attached to CR 12285 entitled New Codes Effective July 1, 2021, Tab 
New Codes. We added the additional listed new codes to the national HCPCS file with an 
effective date of July 1, 2021 (code G0327), and April 1, 2021 (code 0017M), in addition to 
the PLA codes. These new codes are contractor-priced (where applicable) until they’re 
nationally priced and undergo the CLFS annual payment determination process in 

https://www.congress.gov/113/plaws/publ93/PLAW-113publ93.pdf#page=15
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/ClinicalLabFeeSched/PAMA-Regulations.html
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/ClinicalLabFeeSched/index.html
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/ClinicalLabFeeSched/index.html
https://www.ssa.gov/OP_Home/ssact/title18/1833.htm
https://www.ssa.gov/OP_Home/ssact/title18/1833.htm
https://www.cms.gov/files/document/r10853CP.pdf#page=8
https://www.ssa.gov/OP_Home/ssact/title18/1833.htm
https://www.ssa.gov/OP_Home/ssact/title18/1834A.htm
https://www.cms.gov/files/document/r10853CP.pdf#page=8
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accordance with the Social Security Act, Section 1833(h)(8), Section 1834A(c) and 
1834(A)(f). MACs will only price PLA codes for laboratories within their jurisdiction. The table 
includes the laboratory, long descriptor, short descriptor, and TOS of each new code. 
 
More Information 

 
We issued CR 12285 to your MAC as the official instruction for this change.  

 
For more information, contact your MAC.  

 
Document History 

 

Date of Change Description 
March 15, 2022 We revised this Article to add a link to Article MM12612, which has 

current information on the Next CLFS Data Reporting Period for Clinical 
Diagnostic Laboratory Tests. All other information is the same. 

June 15, 2021 We revised this Article due to a revised CR 12885. The CR revision 
modified language in the policy section of the CR. We revised that 
language in the Article using red font on page 3. Also, we revised the CR 
release date, transmittal number, and the web address of the CR. All 
other information is the same. 

May 24, 2021 Initial article released. 

 
Disclaimer: Paid for by the Department of Health & Human Services. This article was prepared as a service to the public and 
is not intended to grant rights or impose obligations. This article may contain references or links to statutes, regulations, or 
other policy materials. The information provided is only intended to be a general summary. It is not intended to take the place 
of either the written law or regulations. We encourage readers to review the specific statutes, regulations and other 
interpretive materials for a full and accurate statement of their contents. CPT only copyright 2020 American Medical 
Association. All rights reserved. 
 
Copyright © 2013-2021, the American Hospital Association, Chicago, Illinois. Reproduced by CMS with permission. No 
portion of the AHA copyrighted materials contained within this publication may be copied without the express written consent 
of the AHA. AHA copyrighted materials including the UB-04 codes and descriptions may not be removed, copied, or utilized 
within any software, product, service, solution or derivative work without the written consent of the AHA. If an entity wishes to 
utilize any AHA materials, please contact the AHA at 312-893-6816. Making copies or utilizing the content of the UB-04 
Manual, including the codes and/or descriptions, for internal purposes, resale and/or to be used in any product or publication; 
creating any modified or derivative work of the UB-04 Manual and/or codes and descriptions; and/or making any commercial 
use of UB-04 Manual or any portion thereof, including the codes and/or descriptions, is only authorized with an express 
license from the American Hospital Association. To license the electronic data file of UB-04 Data Specifications, contact Tim 
Carlson at (312) 893-6816. You may also contact us at  
ub04@healthforum.com 
  
The American Hospital Association (the “AHA”) has not reviewed, and is not responsible for, the completeness or accuracy of 
any information contained in this material, nor was the AHA or any of its affiliates, involved in the preparation of this material, 
or the analysis of information provided in the material. The views and/or positions presented in the material do not necessarily 
represent the views of the AHA. CMS and its products and services are not endorsed by the AHA or any of its affiliates. 

 

https://www.ssa.gov/OP_Home/ssact/title18/1833.htm
https://www.ssa.gov/OP_Home/ssact/title18/1834A.htm
https://www.cms.gov/files/document/r10853CP.pdf
http://go.cms.gov/MAC-website-list
https://www.cms.gov/files/document/mm12612-quarterly-update-clinical-laboratory-fee-schedule-clfs-and-laboratory-services-subject.pdf
mailto:ub04@healthforum.com
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