PLUGS Consensus Recommendations and Framework for Development of Payer
Medical Necessity Policies.

Authors: The PLUGS Medical Necessity Working Group

Background:

A medically necessary laboratory test refers to a test needed to diagnose or manage a health condition
(National Association of Insurance Commissioners (NAIC), 2024). Medical necessity determinations
should support commonly accepted standards of care in the community (NAIC, 2024). Medical necessity
policies state the clinical criteria for a test to be medically necessary, and they include the evidence
supporting the criteria. Payers prefer basing medical necessity policies on peer-reviewed evidence
graded on strength, as well as guidelines published by the government or mainstream clinical societies
(Astion, 2023). In practice, for laboratory testing, payers often must rely on guidelines based on weaker
evidence, including observational studies and expert consensus. Besides guidelines and peer-reviewed
evidence, payers may use claims data, opinions from internal and external subject matter experts, third-
party technology assessors, and laboratory benefit managers (LBMs) to inform medical necessity and
coverage policies.

One goal of medical necessity policies is to block fraud, waste, and abuse (FWA). These terms have been
defined by the Center for Medicare and Medicaid Services (CMS, 2016; CMS, 2021). In the context of
medical necessity policies for laboratory tests, abuse refers to billing for medically unnecessary tests,
usually without the intent to deceive to gain payment. Waste refers to misutilization, especially test
overutilization. Fraud is waste or abuse with the intent to deceive to gain payment (CMS, 2016; CMS,
2021).

There are no universally accepted standards for medical necessity policies (NAIC, 2023; Astion, 2023).
Different payers utilize existing evidence to produce documents of varying content, structure,
educational level, and accessibility. There is often criteria variability even for tests with the same or
similar intended use. This leads to inefficient and inconsistent care practices, and is costly to care
providers and clinical laboratories, who are expected to interpret and manage multiple, often
conflicting, complex payer policies and procedures, within the same service.

The current trends are for payers to manage laboratory test utilization through a focus on medical
necessity criteria, and to increase annually the number of tests under management. This test
management comes either directly from payers, who employ experts to develop medical necessity
policies, or from LBMs that service the payers (Phillips and Deverka, 2019).

The two most common methods to manage laboratory tests through determining necessity are pre-
authorization and post-service claims processing algorithms. Preauthorization produces a medical
necessity determination or coverage decision before the test is provided, potentially offering patients
and labs financial protection (CMS, 2024). However, due to sample integrity issues, preauthorization
turnaround times, and expectations for fast test result deliver times, laboratories often cannot delay
testing and must perform the laboratory test before receiving preauthorization. Post-service claims
processing is riskier for patients since patients may be required to pay depending on what is
contractually allowed between the servicing laboratory and the payer. If the patient is unable to pay or
not required to pay, then the lab bears the cost of performing an unreimbursed test. Usually,
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preauthorization is applied to more expensive tests, for example genomic testing ordered for the
evaluation of inherited diseases. Automated claims processing algorithms tend to focus on high volume
tests including some of the most common tests, such as vitamin D, thyroid testing, lipid panels, and
respiratory virus panels. Many, but not all, of these tests are inexpensive. The claims processing
algorithms determine medical necessity by matching lab CPT codes, patient demographic information,
and allowable or deniable ICD-10 codes.

The growth and competition in laboratory benefits management is associated with increased denials
caused by stricter medical necessity criteria, which are based on the requirement for higher levels of
evidence. These policies are often opaque and do not include ICD-10 codes, creating more confusion
among providers regarding coverage. ldeally, evidence-based medicine alone would be the foundation
for medical necessity decisions. Unfortunately, an over-reliance on exacting standards of evidence
produces two significant problems for patients, providers, and labs (Astion, 2023). First, payers and
LBMs vary in their evidence interpretation leading to significant variation in coverage for identical tests.
When evidence is weaker, as is often the case for less common diseases, some payers may not allow
testing even though it is supported by one or more guidelines. The result is less consistency in access to
care among patients and restrictions on treating providers ability to offer care to their patients within
their reasonable medical opinion. Beyond medical necessity determinations, medical policies often
have frequency limitations. A provider ordering a laboratory test may not have access to the prior result
or needs to determine if the patient’s results have changed, and requires the laboratory test to be
performed again, even though it may not meet frequency limitation criteria to be covered by the payer.

The second problem is that the standard of care and evidence-based medicine overlap, but are not
identical (Astion, 2023). The standard of care is used as both a medical and legal term and has a range of
definitions (Moffett and Moore, 2011). A composite definition of the standard of care is the expectation
of the average provider to diagnose, treat, monitor, and communicate about a health condition.
Standards of care in laboratory testing are often based on weaker evidence from small case control
studies, observational studies, or a consensus of academically-oriented, board-certified medical
specialists. Larger well-controlled studies and randomized control trials are less common and tend to be
restricted to the highest volume tests for common diseases. In practice, the legal standard of care comes
from experts, and their opinion is based on peer-reviewed research; guidelines, practice updates, and
other educational documents from professional societies and the government; textbooks and online
information from medical publishers; and historical practice patterns. Significant deviation from the
standard of care is often the basis of malpractice lawsuits. Patients and providers believe insurance
policies should support the standard of care and are annoyed if denied access to a test, which was
ordered to meet the standard of care, but which was denied by the payer due to their interpretation of
the evidence (Astion, 2023).

The purpose of the recommendations presented here are to enable the development of a consistent
framework for payer medical necessity policies that reduce FWA while providing flexibility in medical
practice and decreased administrative burden for all stakeholders. The goal of this proposed framework
is toward broader, future adoption by health plans and LBMs as voluntary standards.
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Recommendations:

1.

Create medical necessity policies that allow a broad path of reasonable care, within which
providers may practice care unlikely to cause harm or FWA.

PLUGS refers to this approach as “Guardrails” (Astion, 2023), and it is illustrated in Figure 1.
Guardrails block a significant amount of FWA while leaving sufficient room for providers to practice
using their independent medical judgment while allowing for more beneficial testing, especially in
support of the most severely ill patients. Since its inception, PLUGS has applied guardrails to policy
development and review. Some studies suggest that overutilization encompasses about 20% lab
testing (Zhi et al., 2013; Kroner, et al., 2022). Guardrails reduce overutilization, while supporting
denials for all CPT codes representing obsolete tests, duplicate tests, or tests with no evidence of
clinical utility.

QUAKERY, FRAUD, WASTE, ABUSE

IDEAL INSURANCE SYSTEM

QUAKERY, FRAUD, WASTE, ABUSE PAYER | PAYER 2 PAYER 3
- -

Figure 1. The guardrails approach to medical necessity policies. In this example, the payers have policies that block
significant cases of fraud, waste and abuse. Payer 3 is the strictest but nonetheless allows sufficient flexibility to
practice medicine in a multi-payer environment.

Guardrails encompass a tradeoff between two contrasting truths. The first is that without
interventions, government and private payers will pay for a significant amount of FWA. This is
proven by an analysis of claims data, as well as data available through court cases brought by
commercial payers or the United States Department of Justice (USDOJ) (USDOJ, 2015; USDOJ, 2022;
Tycko and Zavareei LLP, 2024). The second truth is that most providers are competent and typically
practice within guardrails. Physicians tend to practice outside guardrails for difficult cases such as
rare diseases; highly morbid cases intractable to treatment; and complex patients with multiple,
complex comorbidities. These cases benefit from flexibility in the medical necessity policy to allow
care in cases where there is clinical reasoning that is specific, logical, and cost-effective.

Guardrails are consistent with the approach used in many clinical guidelines that inform medical
necessity policies and the standard of care in medical practice. Many clinical guidelines outline a
spectrum of reasonable practice. Flexible language such as “may consider”, “may be appropriate”,
or “is recommended”, are purposefully utilized to allow provider choice in practice according to the

particular clinical situation.

The guardrails approach acknowledges that it is complicated and difficult for providers and labs to
adjust to high variation in policies from their multiple payers (Figure 2). Variation between payers is
frustrating, inefficient, and expensive for patients, labs, and providers. In practice, the variation
causes inequity because many patients avoid testing due to costs (Goozner, 2019; National Cancer
Institute, 2024). Thus, access to testing is often determined by the patient’s insurance.
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Figure 2. Significant variation in payer policies leads to different frequency of claims denials, which
produces inefficiency, expense, and frustration for patients, providers and clinical labs. In this example,
payer 1 is providing guardrails and payer 3 is forcing practice down too narrow a path, with insufficient
allowance for variation in clinical needs.

2. Use wider guardrails for patients with multiple diagnoses and comorbidities with an emphasis on
allowing higher frequency use of common tests.

Typical scenarios requiring wider guardrails involve extremely ill patients with multiple diagnoses
and comorbidities. These patients often move between specialists, sometimes in different health
systems. This may prevent access to prior test results and argues for the reduction or elimination of
frequency denials in these patients. The diagnoses may be common like diabetes, atherosclerotic
heart disease or cancer. The most challenging situations involve rare diagnoses such as inherited
diseases with severe phenotypes, or multi-symptom syndromes as can occur in autoimmune
diseases, inflammatory diseases, diseases related to chronic environmental or workplace exposures,
and in patients who receive organ transplants.

The first reason for broader guardrails is evidence weakens as patients become more clinically
complex. This is because the likelihood of controlling for confounding conditions decreases as
patient complexity increases. The decreased ability to crosswalk results from the scientific literature
to a complex patient, argues for giving providers flexibility to re-evaluate and monitor patients more
frequently with a larger group of conventional tests.

The second reason for broader guardrails is the inaccuracy in coding complex patients and
encounters (Horsky et al., 2018; Wei et al., 2020; Nashed et al., 2021; Schaefer et al., 2022). For
these patients the combination of CPT codes, ICD-10 codes, and demographic information falls short
in describing the patient encounter relative to the gold standard, which is a chart review that
includes medical, surgical, and nursing notes, pharmacy data, and reports from lab, radiology,
nuclear medicine, and other diagnostic procedures. In addition, a longitudinal set of claims provides
a more accurate assessment of the patient than a single claim. Unfortunately, the financial burden
of coding deficiencies falls disproportionately on patients and clinical labs.

The recommendation for wider guardrails still supports the denial of tests which are FWA or for
which there is no evidence of clinical utility.
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Write policies using simple, straightforward language.

Ideally, policies would use simple language that could be understood by individuals without a
medical background. Thus, medical jargon and complex terms would be minimized, and policies
would be readily translated into multiple languages. A more effective alternative is to summarize
the policy suitable for individuals without a medical background. This is easy using artificial
intelligence aids. The summary could include a glossary or parenthetical explanations for technical
terms. Concrete examples could be included to illustrate when a test is considered medically
necessary so that patients comprehend how the policy applies to them. Common scenarios where
the test is denied could also be included with an explanation to help patients understand denial
reasons.

Make it easy for the patient, their provider, and the clinical lab to locate the medical necessity
policy for a specific test. For larger policies covering many tests, make it easy to find the test
within the policy.

Frequently, many tests are combined within one payer policy. For example, this is often the case
with genetic tests for inherited diseases, cancer genomic profiling, tumor marker tests, and tests for
cardiovascular disease risk. It can be nearly impossible for patients or providers to find the test they
are looking for within a policy and determine relevant medical necessity criteria.

Update medical necessity policies at least annually and highlight the changes in the updated
policy. After the policy update, migrate the policy into the claims processing system with minimal
delay.

Annual review of new evidence or changes to the standard of care offer a chance for a change in
coverage. The clinical criteria in medical necessity policies must be programmed into the payer’s
claims processing system. This tends to occur with a 3 to 12-month delay following policy changes.
In cases where medical necessity criteria have broadened, and a previously denied test is going to be
allowed, claims may continue to be denied during the lag.

Make claims processing logic transparent to laboratories, patients, and providers.

Like Medicare National Coverage Determinations and Local Coverage Determinations, all medical
policies should include ICD-10 codes to add transparency to coverage and allow for stakeholders to
understand how the written policy is translated into claims adjudication. Transparency will help
streamline appeals and reduce the administrative burden for laboratories and payers alike.
Additionally, it can help identify when there is a disconnect between the standard of care and the
way claims are processed.

Establish a clear, straightforward mechanism for providers and patients to share feedback on
medical necessity policies.

This can be an online form or email address used to collect feedback that will inform policy
improvements. This will provide a more abundant and nuanced set of opinions than can be gathered
from appeals alone. In addition, including patients and providers in the policy process values their
experiences and concerns, enabling a better alignment between payers, patients, providers, and
labs.

Only create a medical necessity policy if it is demonstrably necessary and does not exacerbate
underutilization of a test.

The payer should provide evidence from claims data or the peer-reviewed literature that the
laboratory test has resulted in FWA. In addition, payers should determine if the administration of a
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policy to reduce FWA exacerbates underutilization of tests. There are a variety of tests that are both
underutilized and overutilized. Testing for celiac disease, and the monitoring of diabetes by HbA1C
are two of many examples. Development and administration of the medical necessity policy should
only proceed if underutilization is reduced or unaffected.

9. Create medical necessity policies that are not contradictory to other policies, including pharmacy
pathways or policies.

Patients, providers, and labs find it frustrating and unfair if a test, for example a cancer genomic
profile of a tumor, is deemed necessary for guiding treatment in a pharmacy policy but is considered
investigational and experimental, and therefore uncovered, in a lab policy. In another example,
testing for tuberculosis is required before a biologic is prescribed for a certain condition, yet the
laboratory test for tuberculosis is denied even when ordered by the provider pursuant to
requirements for prescribing the necessary therapy.

10. State the evidence review methods used in the medical necessity policy and how those methods
align with scientific standards.

The intention of a medical policy is to determine if there are clinical scenarios for which a laboratory
test may be useful, and if so what level of evidence supports that use. One key tool in this
determination is a literature search and review. For the literature search, payers should provide the
keywords, search strings, and dates of the search. For the literature review, there should be proper
citation of the evidence reviewed, and a description of the methods regarding how that evidence
was identified and graded.
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