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2024 IRS HDHP Notices:

The Impact on Pharmacy

SEVERAL CHANGES ARE ON THE WAY
FOR HIGH DEDUCTIBLE HEALTH PLANS
(HDHPs) that will impact pharmacies and the patients they
serve. On Oct. 17,2024, the IRS issued two notices.

1. The first provides clarification of IRS Notice 2019-45, which
previously allowed coverage on a pre-deductible basis for
specific preventive products and services for HSA-compatible
HDHPs. The 2024 notice also allows the cost of condoms to
be treated as Code Section 213(d) Eligible Medical Expenses.
In most cases, under the rules for HSAs, an HDHP may not
pay benefits until its deductible has been satisfied. In one
exception to the general rule, expenses for “preventive care”
may be paid before the deductible has been reached.

2. Another notice, Notice 2024-75, is entitled “Preventive Care for
Purposes of Qualifying as a High Deductible Health Plan under
Section 223" Notice 2024-75 clarifies the list of preventative
care benefits that an HDHP can provide coverage foron a
pre-deductible basis. At first glance, the ruling appears to
primarily impact prescription drug plan administrators. A closer
reading of the IRS publication reveals changes that may impact
pharmacies.

These changes in drug coverage apply only to HDHPs. The
products involved may be covered with or without a required
deductible or with a deductible below the applicable
minimum deductible. The IRS recognizes that HDHPs put
patients at risk of not accessing preventive medications due
to the high deductible, which could lead to prescription
abandonment, emergency room visits due to untreated
medical conditions, and generally higher medical costs. The
original 2019 ruling created specific product exceptions

to bypass the high deductible benefit restriction. The IRS
allows this exception so that patients can receive preventive
treatment, specifically for diabetes and contraception,
without the burden of meeting the high deductible. Here |
will specifically present important information that impacts
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pharmacists and pharmacy operations, but | recommend
reviewing the notices in their entirety.

Impacted Products and Services

Notice 2024-75 clarifies the list of benefits that an HDHP can
provide on a pre-deductible basis as preventive care. Under
the notice, the following benefits are considered preventive
care for this purpose:

- Oral Contraceptives: All over-the-counter (OTC) oral
contraceptives for a participant potentially capable of
becoming pregnant, including, but not limited to, OTC birth
control pills and emergency contraception, regardless of
whether they are obtained with a prescription.

- Male Condoms: All benefits for male condoms, regardless of
whether obtained with a prescription and regardless of who
purchases them. This is effective for plan and policy years that
begin on or after Dec. 30, 2022.

- Continuous Glucose Monitors (CGMs): CGMs, as long as they
measure glucose levels using a similar detection method or
mechanism as other glucometers (i.e,, piercing the skin).
This does not include smartwatches or smart rings. This
includes CGMs that both monitor blood glucose and
provide insulin.

o If the CGM also performs other medical or nonmedical
functions (other than minor functions, such as time
and date functions), then those functions also must be
preventive care for an HDHP to be able to cover the device
pre-deductible. This is effective for plan and policy years
that begin on or after Dec. 30, 2022.

oPreviously the IRS Notice 2019-45 provided that specified
services and items, including glucometers and insulin, are
treated as preventive care for HDHP purposes, and thus can
be covered on a pre-deductible basis. However, the 2019

notice did not specifically refer to CGMs.
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« Insulin: The Inflation Reduction Act of 2022 amended Code
Section 223(c) to permit HDHPs to cover “selected insulin
products”on a pre-deductible basis. The 2024 notice clarifies
that this rule applies “without regard to whether the insulin
product is prescribed to treat an individual diagnosed with
diabetes or prescribed for the purpose of preventing the
exacerbation of diabetes or the development of a secondary
condition.” The IRS interprets Code Section 223(c)(2)(G)
to include any devices used to administer or deliver the
selected insulin products. This is effective retroactively to
plan and policy years beginning after Dec. 31, 2022.

WHAT DOES THIS MEAN FOR
PHARMACY?

IRS Notice 24-75 coverage clarifications are retroactive to
the original IRS notice, but the notice does not provide
guidance on how to handle retroactive reimbursements. In
theory, a patient with an HDHP from 2019 forward may have
overpaid for certain preventive medications. For instance,
people with diabetes may have paid a noncovered price for
insulin during the deductible phase of their benefits. This
price is usually calculated based on a standard rate of the
average wholesale price minus a certain percentage plus a
dispensing fee, which was applied to the high deductible.
It's possible that patients may come to the pharmacy
requesting refunds and/or prescription reprocessing for
these previously filled prescriptions. Without specific
guidance about how to do this, pharmacies will need to
direct patients to their health plan help desk or customer
service to address these previously filled prescriptions. There
is no mandate for pharmacies to refund and/or reprocess
these claims at the point of sale.

A CLINICAL OPPORTUNITY

Beyond these transactional considerations, the HDHP
changes may present a clinical opportunity for pharmacies.
More stakeholders are seeing pharmacists as healthcare
providers. Federal agencies are now aware of pharmacies’
capabilities and appear to be capitalizing on the utilization
of pharmacists as front-line healthcare providers.
Pharmacy leaders should continue to monitor the federal
government’s position on OTCs, and in particular, joint
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initiatives sponsored by the IRS, the U.S. Department

of Labor, and HHS (Department of Health and Human
Services). In October 2023, the IRS, on behalf of the three
agencies, published a request for information (RFI) in the
Federal Register. The RFl was seeking information regarding
insurance coverage of OTC preventative items and services
without cost sharing and without a prescription. The
products contained in this RFl were:

« Certain types of tobacco cessation pharmacotherapy,
which are currently recommended by the USPSTF (United
States Preventive Services Task Force) with an A-rating for
nonpregnant adults who use tobacco.

- Folic acid supplements, which are recommended by the
USPSTF with an A-rating to prevent neural tube defects for all
persons planning to or who could become pregnant.

- OTC preventive products, such as breastfeeding supplies (for
example, breast pumps and breast milk storage supplies),
since the Health Resources and Services Administration
(HRSA) guidelines for women'’s preventive health services
include recommendations for these products.

- Certain contraceptives, such as the OTC progestin-only daily
oral contraceptive recently approved by the FDA.

Making various preventive and OTC products more
affordable for patients at the point of sale may enable
pharmacists to provide more actionable recommendations
for their patients. The changes in HDHPs may provide
significant cost savings for plan participants and signal

a growing federal interest in the expansion of OTC and
preventive care. As pharmacies are the sites where changes
in prescription benefits become visible to patients,
awareness of the new rulings will allow pharmacy staff to
assist HDHP participants as they experience unexpected
changes in their prescription costs. Whether and how a new
administration may impact these changes remains to be
seen. PTMR
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