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he U.S. Department of the

Treasury, Department of Labor,

and Department of Health and

Human Services (collectively, the
Tri-Agencies) have issued a final rule (the Final
Rule) implementing new regulations appli-
cable to nonquantitative treatment limitations
(NQTLs) under the Paul Wellstone and Pete
Domenici Mental Health Parity and Addiction
Equity Act (MHPAEA). The Final Rule codi-
fies many of the requirements set forth in the
Proposed Rule, while pulling back on some of
the Tri-Agencies’ more controversial proposals.

Opverall, the Final Rule provides additional

detail and clarification on the Tri-Agencies’ expec-
tations for NQTL comparative analyses, includ-
ing on the content of comparative analyses, the
importance of outcomes data, a prohibition on
discriminatory factors and evidentiary standards,
and the effects of non-compliance. This article
lays out key items plans and issuers need to know.

REJECTION OF THE MATHEMATICAL
“PREDOMINANT” AND
“SUBSTANTIALLY ALL” TESTS TO
DETERMINE NQTL COMPLIANCE
The Proposed Rule would have required
plans and issuers to assess NQTL compliance
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under the mathematical “predominant” and
“substantially all” test currently used to assess
compliance for quantitative treatment limita-
tions (QTLs) and financial requirements." The
Tri-Agencies received significant comments that
the application of this test to NQTLs would be
unworkable and confusing, and ultimately did
not adopt the mathematical test for NQTLs.
This addressed a significant concern voiced by
payors, many of whom had expressed that the
test was difficult to operationalize.

The Final Rule instead reinforces MHPAEA’s
statutory language, which requires, without
articulating a mathematical test, that NQTLs
applicable to mental health and substance use
disorder (MH/SUD) benefits be no more restric-
tive than the predominant requirements and
limitations applicable to substantially all medi-
cal/surgical benefits. The Tri-Agencies stated
that “to demonstrate compliance with the no
more restrictive requirement, which is now
the general rule for NQTLs, a plan or issuer is
required under these final rules to satisfy (1)
the design and application requirements and
(2) the relevant data evaluation requirements.
.. > Thus, plans and issuers must ensure, as
further discussed below, that they meet both the
comparative analysis content requirements and
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the data requirements under the Final
Rule, but there is no required math-
ematical formula for how to do so.

CONTENT OF COMPARATIVE
ANALYSIS — FOCUS ON THE
DESIGN OF THE NQTL

The Final Rule provides for-
mal guidance, mostly in line with
the Proposed Rule, on the content
required in NQTL comparative anal-
yses, laying out in detail the specific
information that plans and issuers
must provide in each of the six steps
of a comparative analysis.” The Final
Rule is clear: it is not enough that
the comparative analysis focus on the
application of the treatment limita-
tion. Plans and issuers must also ana-
lyze the design of the NQTL in the
comparative analysis.” This means
that plans and issuers’ comparative
analyses will need to explain how the
processes used to develop the NQTL
were comparable, not just that the
application is comparable.

The Final Rule reinforced and
codified prior guidance that each
NQTL comparative analysis should
address, at a minimum, six elements:

1. A Description of the NOTL:
This includes the specific terms
of the plan or coverage or
other relevant terms relating to
the NQTL and the policies or
guidelines in which the NQTL
appears; identification of all
MH/SUD and medical/surgical
benefits to which the NQTL
applies; and a description of
which benefits are included in
each classification. Notably,
the entire policy, guideline, or
document that is referenced is
not required to be included in a
comparative analysis, although it
could later be requested.

2. Identification and Definition of
the Factors Used to Design or
Apply the NOTL: The plan or
issuer must include a detailed
description of each factor; or
relied upon to design and apply
each factor; and the source from
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which each evidentiary standard
was derived.

3. Description of How Factors
Are Used in the Design or
Application of the NOTL: If one
or more factors is used, the plan
must explain how the factors
relate to each other; the order
in which the factors are applied;
if any factors are given more
weight; and any deviations or
variations from factors.

4. Demonstration of Comparability,
as Written: The Final Rule
requires plans and issuers to sub-
mit documentation for the design
and application of the NQTL,
including quantitative data, cal-
culations, or other analyses and
records maintained by the plan
or issuer showing whether an
NQTL met or did not meet any
applicable thresholds identified in
the relevant evidentiary sources.

5. Demonstration of Comparability,
in Operation: The comparative
analysis must include identifica-
tion of the relevant data collected
and evaluated, as well as docu-
mentation of the outcomes that
resulted from the application of
the NQTL.

6. Findings and Conclusions:

The comparative analysis must
include a reasoned and detailed
discussion as to the comparabil-
ity of the processes, strategies,
evidentiary standards, and other
factors used in the design and
application of the NQTL.

Particularly relevant to Steps 2
and 3, the Final Rule added a new
prohibition on the use of “dis-
criminatory factors and evidentiary
standards.”’ Under this new prohibi-
tion, a plan or issuer may not rely
on a factor or evidentiary standard
to design or apply an NQTL if the
information, evidence, sources, or
standards on which the factor or
evidentiary standard is based dis-
criminates against MH/SUD benefits
as compared to medical/surgical
benefits.® Information is considered

biased or not objective in a man-
ner that discriminates against MH/
SUD benefits if, based on all the
relevant facts and circumstances, the
information systematically disfavors
access or is specifically designed to
disfavor access to MH/SUD ben-
efits.” For example, the Tri-Agencies
explain that a step therapy third-
party methodology source could be
improperly biased if the methodology
addresses instances in which a delay
in treatment with a drug prescribed
for a medical/surgical service could
result in either severe or irreversible
consequences, but only addresses
instances in which a delay in a treat-
ment for an MH/SUD services could
result in both severe and irreversible
consequences.’

IMPORTANCE OF DATA
OUTCOMES

Although regulators have long
expected and requested plans to
submit data supporting parity com-
pliance, the Final Rule codified the
requirement that plans and issuers
“collect and evaluate relevant data”
to assess the impact of an NQTL
on “relevant outcomes related to
access” to MH/SUD and medical/sur-
gical benefits.” Data showing “mate-
rial differences in access” between
MH/SUD and medical/surgical ben-
efits will be seen as a “strong indica-
tor” of a MHPAEA violation." The
Final Rule vaguely defines a “mate-
rial difference in access” as data that
suggests the NQTL “is likely to have
a negative impact on access” to MH/
SUD benefits."" In such cases, plans
must “take reasonable action, as
necessary, to address the differences”
and document those actions.'”

The Final Rule generally preserves
a plan’s flexibility to select which
data metrics to collect and evalu-
ate. The Tri-Agencies note that, in
general, relevant data could include
“the number and percentage of
claims denials” and data relevant to
the NQTL required by state law or
“private accreditation standards,”"
while the preamble to the Final
Rule provides additional guidance
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for specific data metrics for certain
NQTLs. For example, for prior
authorization, the Final Rule sug-
gests data metrics could include rates
of approvals and denials for prior
authorization requests, rates of deni-
als of post-service claims, application
of penalties for failure to obtain prior
authorization, and turnaround times
for prior authorization requests."*

Unlike the Proposed Rule, the
Final Rule does not contain any
“safe harbors” in the event a plan or
issuer meets certain data metrics. But
it does state that differences in data
attributable to “generally recognized
independent professional medical
or clinical standards” or “carefully
circumscribed measures” to detect
or prevent fraud and abuse are not
considered “material.”"’

The Tri-Agencies noted their
intention to issue further guidance
on “type, form, and manner of
collection and evaluation” of data
metrics, and to provide “lists of
examples of data that are relevant
across the majority of NQTLs.”"®
They also stated they plan to update
the MHPAEA Self-Compliance Tool
to provide additional guidance on
specific data plans should collect and
evaluate.'” Plans and issuers should
be on the lookout for this additional
guidance.

Focus oN NETWORK
COMPOSITION

The Final Rule places a particu-
lar focus on network composition
because, according to the Tri-
Agencies, “NQTLs related to net-
work composition inherently impact
a participant’s or beneficiary’s access”
to MH/SUD benefits."* NQTLs
“related to network composition”
are defined as including standards for
provider admission to the network,
reimbursement rates, credentialing,
and procedures for ensuring the net-
work includes an adequate number
of providers."”

The Final Rule provides some
examples of data metrics relevant to
network composition, including:
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(1) In-network and out-of-network
utilization rates (including
data related to provider claim
submissions);

(2) Network adequacy metrics
(including time and distance
data, and data on providers
accepting new patients); and

(3) Provider reimbursement rates
(for comparable services and
as benchmarked to a reference
standard).”

The preamble also provides
additional metrics, including metrics
specific to credentialing and net-
work admission, such as response
times and denial rates for provider
applications.”' Plans should consider
establishing known processes and
systems to collect and evaluate the
metrics identified in the Final Rule
and preamble.

In addition, the Final Rule is
unique to network composition
NQTLs because it provides several
examples of “reasonable actions”
plans can take to address “material
differences” in access to benefits.”
These include recruiting additional
providers and facilities by increas-
ing compensation, streamlining
credentialing, and contracting with
providers and facilities that provided
services on an out-of-network basis;
expanding telehealth arrangements;
providing members with assistance in
finding available in-network provid-
ers and facilities; and ensuring that
provider directories are accurate.

CERTIFICATION
REQUIREMENT FOR
EMPLOYEE RETIREMENT
INCOME SECURITY ACT OF
1974 (ERISA) FIDUCIARIES
The Final Rule relaxes a pro-
posed certification requirement for
fiduciaries of ERISA group health
plans. Under the Proposed Rule, all
comparative analyses would have
required plan fiduciaries to attest
that the analysis complied with the
various content requirements of the
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Proposed Rule.” The primary objec-
tions to the proposed certification
were that it could be unnecessar-
ily costly and burdensome for plan
fiduciaries, since it arguably requires
a level of nuanced expertise many
fiduciaries would not possess.”*

Under the Final Rule, the named
fiduciaries of an ERISA plan (typi-
cally the employer) need only to
certify that they engaged in a prudent
process to select a service provider to
perform and document the com-
parative analysis, and that they have
appropriately monitored that service
provider.”” Before making this certi-
fication, fiduciaries should carefully
review the comparative analysis pre-
pared by the service provider, discuss
and ask questions about the analysis
with the service provider as neces-
sary to understand all of the findings
and conclusions documented in the
analysis, and ensure that the selected
service provider provides assurance
that the analysis complies with the
requirements of MHPAEA and its
implementing regulations.*®

In any event, ERISA fiduciaries are
always held to a “prudent person”
standard when engaging any service
provider for the plan. As a result,
while specific acknowledgement of a
prudent process is now required, the
Final Rule’s certification requirement
should not materially impact a fidu-
ciary’s obligations in selecting and
monitoring the service provider that
conducts the comparative analysis.””

EFFECT OF
NON-COMPLIANCE

The Final Rule formally expands
the enforcement authority of the
Tri-Agencies in the event of a final
determination of non-compliance.
The Consolidated Appropriations
Act of 2021 (CAA, 2021) limits the
remedies available to the govern-
ment upon a final determination of
non-compliance to (i) requiring the
plan to notify members of non-
compliance, and (ii) including the
finding and plan’s name in the annual
Report to Congress.” The Final Rule,
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however, now gives federal and state
regulators the power to require plans
to cease applying any NQTL upon a
final determination of non-compli-
ance until the plan or issuer remedies
the violation.”” The Tri-Agencies
assert that this expanded authority

is authorized under the CAA, 2021,
saying that it gives the Tri-Agencies
“broad authority to determine the
appropriate remedy.”*’ In response to
comments on the Proposed Rule, the
Tri-Agencies added that the deter-
mination to require cessation of an
NQTL will be based on evaluation
of the “relevant facts and circum-
stances,” the “nature” of the NQTL,
the “interest” of members, and “feed-
back” from the plan.’’

COMPLIANCE TAKEAWAYS

The Final Rule applies to group
health plans effective January 1,
2025, though the meaningful benefits
standard, the prohibition on dis-
criminatory factors and evidentiary
standards, the relevant data evalu-
ation requirements, and the related
requirements in the provisions for
comparative analyses apply on the
first day of the first plan year begin-
ning on or after January 1, 2026. The
Final Rule will apply to individual
health insurance coverage on January
1,2026.

Leading up to these applicability
dates, proactive compliance is key,
particularly in light of new require-
ments relating to the provision of
comparative analyses to regulators
and members. The Final Rule imple-
ments the proposed ten-business day
timeframe for providing comparative
analyses to regulators upon request
and responding to supplemental
requests for information.” Plans or
issuers are also now required to make
available to the Tri-Agencies, upon
request, a written list of all NQTLs
under the plan.” Even further, the
Final Rule mandates that plans
provide comparative analyses to
members upon request in connection
with an adverse benefit determina-
tion for MH/SUD benefits, and, with
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respect to ERISA plans, this require-
ment extends to any time a member
requests a comparative analysis,
regardless of whether there has been
an adverse benefit determination.™
Further, the expectations for
compliance have grown, as evidenced
in the Final Rule. In the Report to
Congress last year, the Department
of Labor indicated that they expect
“more complete comparative analyses
from the start of the review process”
and insufficiencies to be cured more
quickly than they did two years ago.”
Plans and issuers need to be proac-
tive and, to the extent they have not
already, develop a parity compliance
process. An effective compliance
program must include:

*  Working with subject matter
experts and counsel to develop
comprehensive comparative
analyses with the six required
elements and demonstrating
comparability for each NQTL as
set forth in the new Final Rule;

e Updating those comparative
analyses as the NQTDs under-
lying processes and policies
change;

e Instituting processes to routinely
run and analyze data metrics
across NQTLs in a uniform and
timely fashion; and

e Evaluating, identifying, and,
if needed, addressing material
differences in the data metrics
related to those NQTLs.

Having these documents and data
ready before a request from the gov-
ernment is critical. &
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