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Topics

• Medicare Clinical Laboratory Fee Schedule
• PAMA
• ACLA v. Becerra

• Saving Access to Laboratory Services Act (SALSA)

• Regulation of Laboratory Services
• VALID Act

• Public Health Emergencies and Labs
• COVID
• Monkeypox
• Development of an Immediate Response Dx Plan
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Medicare Clinical Laboratory Fee Schedule
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Protecting Access to Medicare Act (PAMA) – Quick Refresher

• 2014: Congress passes PAMA, requires “applicable laboratories” to report “applicable information” about payments 
from private payors every 3 years.  

• CLFS rate = weighted median of private payor rates reported by applicable labs
• Year-to-year reductions may not exceed 10% in first three years, 15% in next three years

• 2016: CMS releases a final rule, defines “applicable laboratory” in a way that effectively removes hospital outreach 
labs from reporting their private payor rates and volumes.

• 2017: Labs report applicable information to CMS; CMS releases rates that will take effect in 2018. 
• Only 1,942 labs out of 250,000+ reported info to CMS, including only 21 hospitals nationwide
• CLFS cuts were far deeper than what CBO or OMB had estimated

• 2018: New CLFS rates take effect; ACLA files a suit challenging CMS’s definition of “applicable laboratory”; 
definition of “applicable laboratory” changed to include hospital outreach laboratories in reporting.

• 2019: LAB Act delays reporting of “applicable information” in 2020.
• 2020: CARES Act delays reporting, implements 0% cuts in 2021.
• 2021: End-of-year legislative package delays reporting, implements 0% cuts in 2022.
• 2022: U.S. Court of Appeals for D.C. Circuit rules in ACLA’s favor in ACLA v. Becerra.
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Current Issues with the Medicare 
Clinical Laboratory Fee Schedule 
• Significant segments of the laboratory market serving Medicare 

beneficiaries were not represented in first round of PAMA data 
reporting.  As a result:

• Over 70% of the codes on the CLFS were cut 
• Three years of 10% cuts through 2020 cumulatively cut $4 

billion from the CLFS 
• Cuts of up to 15% are scheduled to resume Jan 1, 2023 

• For widely available tests, the methodology of requiring “every” 
applicable lab to report is burdensome, unnecessary, and 
unrealistic to achieve in practice 

• Medicaid Managed Care always discount off Medicare rates 
and create a “downward spiral” in rates

• Phased-in reductions, meant to ease year over year cuts, will 
expire under current law 

• Requiring submission of manual remittances creates a heavy 
reporting burden without meaningfully changing rates 
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ACLA v. Becerra – the Ruling
• CMS’s definition of “applicable laboratories” was 

arbitrary and capricious.

• ACLA had standing to pursue the case on behalf of 
member labs, which suffered real injuries: (1) extra 
burden of having to report; (2) artificially low CLFS rates 
that were skewed by the absence of hospital data.

• The case was not mooted by the subsequent change in 
the definition of “applicable laboratory”.

• The Court did not vacate the CMS regulation or direct 
CMS to recalculate CLFS rates, because the law 
prohibits judicial review of “the establishment of payment 
amounts” – though the law does not prohibit judicial 
review of the agency’s actions to implement the law. 
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Saving Access 
to Laboratory 
Services Act 

(SALSA)
H.R. 8188/

S. 4199



TAKE ACTION at 
stoplabcuts.org

or contact Tom Sparkman at 
tsparkman@acla.com
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Regulation of Laboratory Services
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Overview

• Interest in FDA regulation of LDTs has increased 
steadily over the last 10+ years

• ACLA has consistently opposed FDA application of “medical device” law 
and policy to LDTs

• Bipartisan/bicameral legislation, the VALID Act, was 
reintroduced, July 2021

• May 2022, Senate HELP Committee cleared VALID as 
part of FDA User Fee Package

• Language included in bill that aims to exempt from VALID those LDTs 
developed by labs located in NYS going through NYS DOH/Wadsworth

• ACLA has provided substantive commentary and 
advocacy, securing improvements in bill relevant to all 
ACLA member priority areas: grandfathering, transition, 
risk-based classifications, premarket pathways, third-party 
review

• ACLA continues to engage with the Hill and the 
Administration on the VALID Act



ACLA Member Priorities
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• ACLA Principle: LDTs introduced prior to enactment must be 
grandfathered and not subject to any premarket review of design control 
requirements.

Grandfathering 
(Special Rule, 
Modifications)

• ACLA Principle: Laboratories must be granted a reasonable transition 
period after enactment to come into compliance with any new applicable 
requirements, and implementation of any new framework must be 
carried out in a transparent process that includes formal notice and 
public comment. 

Transition

• ACLA Principle: A new framework should be risk-based, and FDA 
premarket approval and other regulatory requirements should be driven 
by the risk posed by a test. Additionally, a new framework should drive 
patient access to cutting-edge, high-quality, and accurate diagnostics by 
incentivizing development of novel tests. 

Risk-Based 
Classifications and 

Marketing



Verifying Accurate and Leading-edge IVCT Development Act 
(VALID Act)
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New in vitro clinical test (IVCT) category that includes current IVDs and LDTs

Risk-based framework (low-, moderate- and high-risk) with some non-risk-based elements 
(first-of-a-kind, combination product)

Postmarket requirements include registration and listing, test design and quality, labeling, 
adverse event reporting, corrections and removals reporting, and postmarket surveillance

Tests offered before date of enactment are grandfathered



Grandfathering

 Tests offered prior to enactment are grandfathered
 Tests introduced on or after enactment require, after 

a 5-year transition period:
 Pre-market review according to the applicable standards 

of analytic validity and clinical validity (AV/CV), and
 Compliance with quality requirements for test 

development and labeling requirements
 Grandfathered status can be lost via: 
 (1) Non-exempt modifications (limited via ACLA 

advocacy); or 
 (2) Specific concerns related to AV/CV, labeling, and 

patient safety, based on “credible evidence,” following a 
“Request for Information” (RFI) procedure
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Grandfathered LDTs

Request For Information (RFI)
Grandfathered tests are not required to meet 
the applicable standard of AV/CV, but:

 FDA can request information about a 
test if:
 Insufficient valid scientific evidence 

of AV/CV;
 False/misleading claims; or
 Reasonably probable that test will 

cause serious adverse health 
consequences

 Opportunities for developer/FDA to 
discuss concerns and submission of 
additional information

 Premarket review for grandfathered test 
required only if issues cannot be 
resolved some other way (e.g., revised 
labeling)

Modifications
A test modified after enactment is not
grandfathered and becomes subject to 
premarket review, except modifications that 
do not:

 Significantly change “indications for 
use” (substance(s) measured, test 
method, test purpose(s), 
disease/condition and patient 
population, context of use)

 Cause the test to no longer comply with 
applicable mitigating measures or 
restrictions

 Significantly change performance 
claims or significantly and adversely 
change performance

 Adversely change the safety for 
individuals who come in contact with 
the test
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2022 Oct. 1, 
2027

Transition

Notice and comment rule making; 
guidance must be finalized w/in 
3/2.5 years before enactment

VALID 2022

Dec. 30, 
2027

Oct. 1, 
2029

Oct. 1, 
2032

• 5-year transition period 
• For transitional LDTs approved by New York’s 

Wadsworth during transition period for an 
additional 2-5 years beyond 2027

• Extended by 90 days transition period for all other 
transitional LDTs

Transition



Premarket Review Framework

17

Exempt: low-risk, grandfathered, manual, humanitarian, low-volume/custom 
tests and some modifications

Standard premarket review: high-risk tests

Abbreviated premarket review: moderate-risk tests

Technology certification: moderate-risk tests within scope (e.g., NGS) may 
be introduced by expert developers without individual premarket review



IVCT Risk Categorization
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• An undetected inaccurate result from such test, when used as intended —
• would cause minimal or immediately reversible harm, and would lead to only a remote risk of adverse 

patient impact or adverse public health impact; or
• mitigating measures are sufficient to ensure the test meets the above.

Low Risk

• The test is neither high-risk nor low-risk

Moderate Risk

• An undetected inaccurate result from the test, when used as intended—
• has substantial likelihood to result in serious or irreversible harm or death to a patient or patients, or 

would otherwise cause serious harm to the public health; or
• is reasonably likely to result in the absence, significant delay, or discontinuation of life-supporting or life-

sustaining medical treatment.

High Risk



State of Play

Legislative Pathway Forward for VALID Act?

 Medical Device User Fee Amendments (MDUFA)?
 Must be reauthorized every five years to continue the 

framework for funding for the FDA to review medical device 
applications

 FDA user fee agreement likely to be included in pending 
Continuing Resolution (CR) that must pass by Sept 30

 VALID and other “super riders” like dietary supplement 
and cosmetics reform will NOT be included

 End-of-Year Omnibus Legislative Package:
 Key Chairpersons interested in finalizing dietary 

supplements and cosmetics
 HELP Committee Ranking Member Burr (R-NC) retiring 

GOP lead on VALID, may seek to include all super riders 
in omnibus

 ACLA engaging in bipartisan discussions focused on key 
priorities 

 Stay tuned…

19



Public Health Emergencies and Labs
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COVID PHE: Where do things 
stand now?

 PHE last renewed July 15, 2022 for a period of 90 days (through October 13, 2022)

 Expected to be renewed when it expires

 In a letter to state governors early in 2021, HHS pledged that it will provide states with     
60 days’ notice prior to termination of the PHE

 For the current extension, that window closed in mid-August

 Aug. 18 blog post from CMS, “Creating a Roadmap for the End of the COVID-19 PHE”

 Encourages health care providers to prepare for the end of flexibilities/waivers and to 
move forward with reestablishing previous health/safety standards and billing practices

 Includes links to provider-specific fact sheets for information about COVID-19 flexibilities 
and waivers and their expected disposition upon termination of the PHE

 Links to other guidance documents on Medicare and Medicaid flexibilities and waivers

 ACLA is advocating for certain flexibilities to be extended to promote patient access.
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Going forward: Coverage and Payment for COVID Testing
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COVID Tests 

Emergency Use Authorized Tests

 FDA’s current thinking (from Dec. 2021 draft guidance 
on the Transition Plan):
 FDA will provide at least 180 days advance notice of 

termination of EUA declaration
 Manufacturers that intend to continue distributing tests:

 Prepare now to submit marketing submissions before the termination of 
the Sec. 564 termination date, may continue to market the test while the 
application is under review

 Include in a market submission a “transition implementation plan” (in 
case marketing submission rejected)

 If a manufacturer does not intend to keep offering the test, it 
will not be required to remove tests that were distributed 
before the EUA termination date for 2 years or the tests’ 
expiration date, whichever is sooner

LDTs

Some LDTs received EUAs, others did not (because 
of shifting requirements and prioritization, some 
submission remain in queue)
 FDA has not stated publicly what it considers to be the 

“right” approach, or opined on questions like whether 
a lab whose test had an EUA must notify health care 
professionals and patients that the test is now being 
offered as an LDT
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Monkeypox – Rapid Response
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• June 22: CDC begins shipping 510k-cleared orthopox (monkeypox) virus test kits to five 
ACLA member clinical laboratories

• July 18: All five clinical laboratories actively offering monkeypox testing, increasing 
nationwide testing capacity from 8,000 to 80,000 patient samples per week

• Aug. 4: Secretary Becerra declares monkeypox a public health emergency
• Sept. 7: FDA allows Emergency Use Authorization of tests for monkeypox that have not 

received full clearance or approval - if a lab has developed an LDT for use only in that lab, 
ONLY notification to FDA is required

Lab capacity currently exceeds 
the demand for testing

https://www.hhs.gov/about/news/2022/06/22/hhs-expanding-monkeypox-testing-capacity-five-commercial-laboratory-companies.html
https://www.healio.com/news/infectious-disease/20220718/five-commercial-labs-now-performing-monkeypox-testing-in-us
https://www.cdc.gov/poxvirus/monkeypox/response/2022/2022-lab-test.html

https://www.hhs.gov/about/news/2022/06/22/hhs-expanding-monkeypox-testing-capacity-five-commercial-laboratory-companies.html
https://www.healio.com/news/infectious-disease/20220718/five-commercial-labs-now-performing-monkeypox-testing-in-us
https://www.cdc.gov/poxvirus/monkeypox/response/2022/2022-lab-test.html


Reimbursement For 
Monkeypox Testing 
Remains a Challenge
• June: ACLA submitted request to AMA 

for new CPT code for 
orthopox/monkeypox testing

• July 26: CPT code became active; 
ACLA sent payment recommendations 
(~$77) to CMS and MACs

• July-present: Labs hold claims until 
coverage and payment for monkeypox 
testing is established

• August 16-present: MACs set varied 
rates for monkeypox testing, 
significantly below ACLA 
recommendations

ACLA continues to advocate for an 
adequate national reimbursement rate.
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Thank you!
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