ASHI on the Hill
COVID-19 Shapes Congressional Work; Yields Policy Wins for Labs
The COVID-19 pandemic caused dramatic yet necessary changes to the congressional agenda as the federal government focused on combating the virus’ devastating impact. To that end, Congress has passed four legislative packages designed to provide relief from COVID-19 related economic impacts totaling roughly $3 trillion. ASHI has remained engaged throughout this process as pertinent policy proposals and developments have unfolded. 
· A longstanding priority of ASHI’s federal advocacy work has been to address the detrimental CMS laboratory reimbursement cuts stemming from the Protecting Access to Medicare Act (PAMA). While ASHI has scored significant victories in the effort to mitigate the impacts of PAMA’s flawed methodology, Section 3718 of the Coronavirus Aid, Relief, and Economic Security (CARES) Act –one of the four primary measures Congress has passed to address COVID-19– included yet another positive step. Specifically, the CARES Act delays the next round of payment data reporting for one year and prevents reimbursement rate cuts for 2021. While ASHI remains committed to ensuring the most robust data reporting possible while we work to see the methodology improved, this important development is the product of our steadfast advocacy on this issue. 
· Additionally, the Budget Control Act of 2011 implemented mandatory budget sequestration, resulting in a 2% reduction in Medicare fee-for-service claims beginning in 2013. Section 3709 of the CARES Act temporarily suspends Medicare sequestration from May 1 through December 31, 2020. As a result, laboratories’ fee-for-service Medicare payments will increase by 2% during this period.
CMS Issues CLIA Guidance Amidst Public Health Emergency
Recognizing the challenges COVID-19 poses for clinical labs and the need to expand testing capacity, CMS issued Clinical Laboratory Improvement Amendments (CLIA) Laboratory guidance applicable during the public health emergency. The guidance touches on the following areas:
· CMS’ exercise of enforcement discretion to ensure pathologists may review pathology slides remotely;
· Ensuring that laboratories wishing to perform COVID-19 testing that apply for CLIA certification are able to begin testing as quickly as possible;
· Highlighting that laboratories within a hospital/University Hospital Campus may hold a single certificate for the laboratory sites within the same physical location or street address;
· Offering enforcement discretion with respect to Proficiency Testing disruptions;
· Addressing use of alternate Specimen Collection Devices; and
· Authorizing state responsibility over Laboratory Developed Tests.

Additionally, CMS issued Frequently Asked Questions in tandem with this guidance. 

Legislation Impacting LDT Regulation
The Verifying Accurate, Leading-edge IVCT Development (VALID) Act (H.R. 6102/S. 3404) was formally introduced by Representatives Diana DeGette (D-CO) and Larry Bucshon (R-IN) and Senators Richard Burr (R-NC) and Michael Bennet (D-CO). While this iteration does not contain an explicit exemption of HLA tests from the proposed regulatory regime, we remain very early in the process. ASHI President Dr. Medhat Askar’s participation in a stakeholder roundtable at the end of 2019, along with our continued dialogue with the legislation’s champions, have ensured ASHI’s perspective and concerns are emphasized and under consideration. 
In stark contrast to the risk-based Food and Drug Administration (FDA) regulatory framework outlined in the VALID Act, Senators Rand Paul (R-KY) and Ted Cruz (R-TX) introduced the Verified Innovative Testing in American Laboratories (VITAL) Act of 2020 (S. 3512). This legislation calls for updates to CLIA standards and would maintain regulation of LDTs under CMS’ jurisdiction. The legislation was introduced amidst criticism of the FDA’s handling of testing approval at the outset of the COVID-19 pandemic. 
Additionally, Senators Ted Cruz (R-TX), Mike Lee (R-UT), Mike Braun (R-IN), and Kelly Loeffler (R-GA) introduced the Right to Test Act (S. 3769). This legislation would allow states to approve and distribute diagnostic tests –including LDTs– when the state or federal government has declared a public health emergency. 
What’s Next for Congress? 
[bookmark: _GoBack]On May 15th, the House of Representatives passed the Health and Economic Recovery Omnibus Emergency Solutions (HEROES) Act (H.R. 6800) largely along party lines. Notably, the HEROES Act would authorize $1 billion for grants to states to support the improvement, renovation, or modernization of infrastructure at clinical labs to help improve COVID-19 testing and response activities. Substantive negotiations must still occur before the next iteration of COVID-19 relief is signed into law. With Republicans continuing to signal a desire to allow more time before passage of the next COVID-19 response measure, it is expected that negotiations will extend into June and potentially July. ASHI is monitoring developments closely as the timeline and scope of the next package begin to become clearer. 
Finally, while the Senate has returned to DC to spend a number of recent weeks in session, the House has continued to work remotely, periodically returning to DC to vote on specific measures. The House changed its rules to allow remote committee work, and we expect this will help facilitate the FY2021 appropriations process. ASHI will continue to closely monitor the appropriations process for funding priorities pertinent to labs and transplant access.  
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