ACA, HIPAA AND FEDERAL
HEALTH BENEFRIT
MANDATES:

PRACTICAL

he Affordable Care Act (ACA), the Health Insurance Portability and Accountability Act of 1996 (HIPAA) and other federal
health benefit mandates (e.g, the Mental Health Parity Act, the Newborns and Mothers Health Protection Act, and the Women'’s
Health and Cancer Rights Act) dramatically impact the administration of self-insured health plans. This monthly column provides
practical answers to administration questions and current guidance on ACA, HIPAA and other federal benefit mandates.

Attorneys John R. Hickman, Ashley Gillihan, Carolyn Smith, Ken Johnson, Amy Heppner, and Earl Porter provide the answers in

this column. Mr. Hickman is partner in charge of the Health Benefits Practice with Alston & Bird, LLP, an Atlanta, New York, Los
Angeles, Charlotte, Dallas and Washington, D.C. law firm. Ashley, Carolyn, Ken and Amy are senior members of the Health Benefits
Practice. Answers are provided as general guidance on the subjects covered in the question and are not provided as legal advice to
the questioner’s situation. Any legal issues should be reviewed by your legal counsel to apply the law to the particular facts of your
situation. Readers are encouraged to send questions by E-MAIL to Mr. Hickman at john.hickman@alston.com.
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IMPACT OF 2020’S
FINAL TRANSPARENCY
REQUIREMENTS

ON EMPLOYER
SPONSORED HEALTH
PLANS

On October 29, 2020, CMS along with the DOL and Treasury issued a final rule on
price transparency to enable patients to accurately predict healthcare costs in order
to make more fully informed and value-conscious decisions (Transparency Rule).
On December 27, 2020, the Consolidated Appropriations Act, 2021 (the “CAA") was
signed into law. In addition to funding the government and further COVID relief,
the CAA included significant provisions impacting health benefit coverage including
transparency provisions that, to some extent, overlap with the Transparency Rule.
We will cover the interactions between the Transparency Rule and the transparency
provisions of the CAA in a future article.

SO WHAT?

The Transparency Rule employs two significant price and coverage disclosure
requirements that require non-grandfathered group health plans and insurance
issuers (with certain limited exceptions discussed in more detail below) to:

® individually disclose cost-sharing information to plan participants; and

® publicly disclose negotiated rates for in-network providers and allowed
amounts for out-of-network providers (OON providers).

Plan sponsors only have until January 1, 2022 to prepare for the public disclosure
requirements. They enjoy an additional year to prepare for the initial wave of cost-

sharing disclosure requirements and two years to ascertain full compliance.

PRINCIPAL TAKEAWAY

When applicable, the Transparency Rule will impose significant disclosure
requirements on the plan, and, in turn employer plan sponsors and health plan

issuers. However, the Transparency Rule contains several enforcement safe harbors

which are only available if the plan is exercising good faith and reasonable diligence.

The creation of a compliance plan,

by plan sponsors or issuers, is critical
to establish the requisite compliance
with the requirements imposed by the
Transparency Rule. Taking prudent
actions and planning now can help
ensure that these responsibilities are
timely met.

TRANSPARENCY: NOT
RECREATING THE WHEEL, JUST
MAKING IT SPIN FASTER

The Transparency Rule is intended

to require similar information to what
is generally required to appear on
explanation of benefits disclosures
(EOBs) and it specifically notes that
only costs for anticipated items or
services that a person could incur are
covered by the Transparency Rule—
as opposed to every possible cost
imaginable.

TRANSPARENCY RULE'S
TWO MAIN DISCLOSURE
REQUIREMENTS

The Transparency Rule includes
significant new requirements for non-
grandfathered health plans and issuers
of non-grandfathered health insurance
coverage in the group and individual
markets:

® Cost Sharing Disclosure: For
plan years beginning on or
after January 1, 2023, plans
and issuers must disclose
to enrollees—through a
self-service online tool—
personalized cost-sharing
information and negotiated
rates for the identified 500
“shoppable” services. For plan
years beginning on or after
January 1, 2024, this disclosure
requirement will expand to all
covered health care items and

services.
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® Public Disclosure: For plan years beginning on or after January 1, 2022,
plans and issuers must make publicly available, through three standardized,
monthly updated, machine-readable files:

o Negotiated rates for in-network providers.
o Historical allowed amounts for OON providers.

o Prices for prescription drugs (Rx drugs).

SAFE HARBOR COMPLIANCE AND EXCLUDED PLANS

The Transparency Rule is subject to the same enforcement structure as other
Affordable Care Act (ACA) requirements. Under this enforcement regime, the tri-
agencies (DOL, Treasury/IRS, and HHS) can generally assess a fine or excise tax
equal to $100 per person per day per violation.

The Transparency Rule includes a safe harbor for plan sponsors of fully insured
group health plans that permits compliance based on a written agreement with the
health insurance issuer. Under this relief, the issuer will be liable for noncompliance
only if the plan enters a written agreement requiring the issuer (offering the

coverage) to provide the required information. The intent of the Transparency Rule's

safe harbor relief is to prevent unnecessarily duplicative disclosures. Similar relief
is not available to sponsors of self-funded plans (including most PBMs and level

funded plan arrangements); however, plan sponsors should insist on representations

as to compliance from their service providers and perhaps indemnification if the
standard is not met.

In addition to the fully insured safe
harbor, the Transparency Rule provides
relief for good faith compliance efforts.
A group health plan will not fail to
comply with the rule solely because

it makes an error or omission, or a
website is temporarily inaccessible, as
long as it is acting in good faith and
with reasonable diligence. However,
the plan must correct any error as soon
as possible. If a plan acting in good
faith and reasonable diligence needs
to obtain information from another
entity to comply, it will not fail to comply
unless it knows or reasonably should
have known that the information is

incomplete or inaccurate.

Cloud Based Compliance Software
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The Transparency Rule also specifically exempts certain types of coverage from
compliance including:

® grandfathered health plans (but not so-called “grandmothered” transitional
relief plans);

® plans providing only excepted benefits;t
® account-based plans (HRAs, QSEHRAs, ICHRAS);
® retiree-only health plans; and

® short-term limited-duration insurance (STLDI).

THE DEVIL IS IN THE DETAILS

This section discusses certain significant requirements, features, and carve-outs of
the final rule. Stated differently—this is the time to buckle up, sip some coffee, and
enjoy not having to digest the entire Transparency Rule just to appreciate its initial

implications.

COST-SHARING DISCLOSURE

Effective for plan years beginning on or after January 1, 2023, plans and issuers

will be required to provide cost-sharing information to participants, beneficiaries, or
enrollees (consumers). Advocates for this disclosure point to the substantial overlap
between this information and information already required in an EOB. However, the
timing (in advance of service) and context (prior to the claim being incurred) of the
information disclosure will make it exceedingly difficult for plan sponsors (and even
issuers and TPAs) to provide.

The information required to be disclosed includes the following:

o Estimated cost-sharing liability for the furnishing of a covered item or
service by a particular provider or providers. The ‘estimation’ pertains to the
consumer’s share of the cost under the plan or coverage.

® Accumulated amounts which is the financial responsibility that a
consumer has due to her accrued deductible or out-of-pocket payment
amount, as well as accrued items or services for which the plan imposes a
cumulative limitation.

® Negotiated rate, reflected as a dollar amount, for the in-network provider
payment amount for an item or service, to the extent necessary to
determine the consumer’s cost-sharing liability. Note that the Transparency
Rule revised the definition of “negotiated rate” to mean the amount a plan
or issuer has contractually agreed to pay for a covered item or service,
whether directly or indirectly through a TPA or PBM, to an in-network
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provider (including an in-
network pharmacy or other
prescription drug dispenser) for
covered items or services.

Out-of-network allowed
amount (OON allowed
amount) which is the
maximum amount a plan would
pay an OON provider for a
covered item or service.

Items and services content
list for which cost sharing
information is disclosed. For
bundled services, health plans
would have to disclose a list of
each covered item and service
and cost-sharing liability as a
bundle.

Notice of prerequisites to
coverage. When consumers
request cost-sharing
information, health plans must
inform them if the item or
service is subject to concurrent
review, prior authorization,
step-therapy, fail-first protocols,
or other medical management

requirements.

A “disclosure notice”
communicating certain
information in plain language,
including several disclosures?,
as follows: (1) an explanation
disclosing that out-of-network
providers may bill consumers
the difference between a
provider's billed charges and
the sum of plan payments
and copayments/coinsurance
(balance billing), if balance
billing is permitted under
state law; (2) a statement that
actual charges may vary from
the estimate; (3) a statement
that estimated cost-sharing



is not a guarantee of coverage; (4) disclosure of whether copayment
assistance counts toward deductibles and out-of-pocket maximums; and
(5) a statement that preventive service may not be subject to cost-sharing
if the plan cannot determine whether the request is for a preventive or

nonpreventive item or service.

Plans and issuers must make this cost-sharing information available for the 500
items and services identified by the tri-agencies for plan years beginning on or after
January 1, 2023, and for all items and services for plan years beginning on or after
January 1, 2024. The list of 500 items and services is available in the Transparency
Rules,

In addition, plans and issuers must make the required information available, without
a fee, in two ways: (1) through an Internet-based “self-service tool”; and (2) in paper
form by mail upon a consumer’s request. The self-service tool must provide real-
time responses, be searchable by billing code, descriptive term and provider identity.
The tool must interact with consumer input to deliver meaningful cost-sharing
information depending on any tiering, network status, location of service, dosage,

or other factors. The self-service tool also must permit the consumer to refine

and reorder results based on geographic proximity of in-network providers and the

amount of cost-sharing liability.

If a consumer requests information in
paper form, the plan or issuer must
mail the cost-sharing information in

accordance with the same requirements

applicable to disclosure using an
internet-based self-service tool, no
later than two business days after the
request is received and may limit the
number of providers included in the
information to not less than 20. Plans
and issuers may provide consumers
the option to receive the information
through other methods, such as by
phone, face to face, fax, or email.
Whichever method chosen by a plan
sponsor or issuer should be prudently
documented.
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REQUIRED PUBLIC DISCLOSURE OF NEGOTIATED RATES AND
ALLOWED AMOUNTS

Effective for plan years beginning on or after January 1, 2022, plans and issuers

will be required to publish three machine-readable files— the first file is for in-
network provider negotiated rates (In-Network File), the second for data outlining
the historical allowed amounts for covered items or services provided by OON
providers (OON Allowed Amount File), and a new third file for pricing information of
prescription drugs (Rx Drug File). The files must be available to the public free of
charge and updated monthly.

All three files must include the:

@ name or identifier for each plan option or coverage (employer identification
number or Health Insurance Oversight System).

® billing codes used to identify items or services (including CPT code,
HCPCS code, DRG, or National Drug Code (NDC)).

The In-Network Rate File must include the dollar amount of the negotiated or other
applicable rate for each provider with the provider's National Provider Identifier
(NPI), tax identification number (TIN), and Place of Service Code, and for bundled
items and services, the rate by relevant code. The Transparency Rule added

a requirement, that plans or issuers indicate whether the rate is subject to an
alternative payment arrangement (bundled payment arrangement). It also clarified

Protecting plans and
patients across the U.S.
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that plans and issuers must include the
underlying fee schedule rate4 used to
determine provider reimbursement.

In a departure from the proposed
version, the Transparency Rule requires
the reporting of Rx drug pricing in a
third, separate machine-readable file
instead of as part of the In-Network
rate File. Rx drugs that are reimbursed
through a fee-for-service arrangement
are required to be reported in the Rx
Drug File. However, a bundled payment
arrangement, inclusive of Rx drugs,
remains required criteria of the In-
Network Rate File.

The OON Allowed Amount File

must include the dollar value of the
historically allowed amount for each
provider. Historical payments must have
a minimum of 20 entries in order to
protect consumer privacy. Additionally,
this file must include each unique OON
allowed amount for covered items or
services provided by each OON provider
during the go-day period that begins
180 days before the date of the OON
Allowed Amount File's publication.
Health plans must also disclose the
aggregate actual amount that the health
plan paid to the OON provider and the
consumer’s share of the cost.

The Rx Drug File must include the 10- or
11-digit National Drug Code (“NDC”), the
proprietary and nonproprietary name
assigned to the NDC, and the dollar
amount of the negotiated rate for each
in-network provider® with the provider's
NPI, TIN, and Place of Service Code.
The Rx Drug File must also include the
dollar amount of historical net prices for
each in-network provider for the go-day
period beginning 180 days before the
date of the Rx Drug File's publication.

In the Transparency Rule, “historical net
price means the retrospective average
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amount a plan or issuer paid for a [Rx] drug, inclusive of any reasonably allocated NEXT STEPS AND IMPLICATIONS
rebates, discounts, chargebacks, fees, and any additional price concessions received ~ OF TRANSPARENCY RULE
by the plan or issuer with respect to the [Rx] drug’

At first pass, compliance with the

CREDIT FOR "SHARED SAVINGS” IN MEDICAL LOSS RATIO Transparency Rule in such a short time
CALCULATIONS seems like a daunting task. However,
careful review of the requirements and
Beginning with the 2020 medical loss ratio (MLR) reporting year, the Transparency delegation among service providers
Rule allows issuers to include shared savings payments made to a consumer—as will help plans to promptly achieve the
a result of the consumer choosing to obtain health care from a lower-cost, higher- requisite level of good faith compliance.
value provider—in the numerator of the issuer's MLR. HHS believes that this The following steps should help guide
favorable treatment will preserve the statutorily required value that consumers plan efforts:
receive for coverage under the MLR program, while also incentivizing issuers to
offer new or different value-based plan designs that support healthcare market e Thefirst step is to get a basic
competition and consumer engagement. understanding of what the

Transparency Rule requires and
how it works. While you are
off to a good start, 2022 is just
around the corner. For further
reading, a DOL webpage has
additional information about
the Transparency Rule,
including a fact sheet.

® Second, Plan sponsors should
inventory their health plans and
determine which are subject
to the Transparency Rule. At
least for now, compliance is not
required for excepted benefits
(vision, dental, EAPs, FSAs,
fixed indemnity hospital and
specified disease coverage),
grandfathered plans, retiree
medical plans, or certain
account-based plans.

® Third, plan sponsors should
deliberately assess which
aspects of the Transparency

Rule requirements it will
. undertake to assign to
2 ' \ insurance issuers and third-

’ party administrators and which
i /s (if any) it will address in house.
: - Almost no employer plan
\ » - — sponsor will have access to
the cost information required
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to satisfy the rule. Moreover, even with access, maintaining the required
communication channels will undoubtedly prove to be a burdensome task.
Early cooperation with insurers and third-party administrators (including
PBMs) is a necessity.

Fourth, plan sponsors should carefully document which parties are
responsible for compliance with the Transparency Rule. Remember, an
agreement with the insurer is required to absolve the plan sponsor from
liability for insured coverage. Contracts with self-funded plan TPAs and
PBMs should be revised to address Transparency Rule compliance.
Federal agencies generally look to determine whether a health plan has
assessed its compliance obligations and prepared a compliance plan.

A deliberate compliance plan can demonstrate good-faith efforts and
reasonable diligence. A compliance plan would be particularly important
where there are multiple internal and external stakeholders required

to commonly uphold their contractual obligations in order to secure
compliance. Appropriate compliance representations/warranties and
indemnification provisions should also be sought.

Fifth, remember to set aside an adequate budget to address compliance
with the Transparency Rule requirements. Issuers and TPAs will

undoubtedly pass along their costs of compliance to their client plans. B

References

1 Excepted benefits include, among other
arrangements, vision, dental, EAPs, health
FSAs, and certain health indemnity and

specified disease policies.

2 This ‘disclosure’ should not be confused
with the second main thrust of the Transpar-

ency Rule (Public Disclosure Notice).

3 The list of 500 items or services can be
found following Page 72182 of the final

as found at https://www.federalregister.
gov/d/2020-24591 (as visited December 1,
2020).

4 If a fee schedule rate is used to determine
cost-sharing liability and that amount differs
from the negotiated rate (or comparable
derived amount), the Transparency Rule
requires the inclusion of the underlying fee

schedule rate.

5 To publish a machine-readable file intend-
ed on July 1, a plan or issuer must detail
each amount the plan calculated in connec-
tion with a covered item or service furnished
between January 1 and April 1. To publish a
machine-readable file intended on July 30, a
plan or issuer would update the file with the
appropriate amounts for services rendered
from February 1 through April 1. On August
30, a plan or issuer would update the file to
show such respective payments for services
rendered from March 1 through May 1, and

SO on.

6 Remember, the Transparency Rule defines
the term ‘in-network provider’ to include
in-network pharmacies or other prescription

drug dispensers.
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