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Traditional home health has experienced significant change in recent years, driven primarily by the
expansion of creative business models, including a home infusion model where a health care
practitioner administers infusion medications in a patient’s home. While the home health industry has
expanded, the laws, regulations, and certifications applicable to traditional home health have not
caught up with this evolution. To further complicate the matter, infusion providers are now exploring
yet another service delivery mechanism—the ambulatory infusion suite (AIS)—in which infusion
treatment is administered at a designated site outside of a patient’s home. Operating in a gray area
where the legal landscape has not kept pace requires infusion providers to analyze all potentially
applicable laws and associated requirements and make determinations regarding the best path forward
to ensure compliant business operations.

Traditional Home Health

To fully comprehend the challenges infusion providers are now facing, it is important to understand the
regulatory environment to which providers have become accustomed. To receive home health services
under the Medicare Part A benefit, patients must meet two separate criterion to be considered
“homebound” !: first, they must have a “face to face” certification related to the primary reason the
patient requires the home health services by a qualified practitioner, 2 and, second, the patient must be
certified to need at least one of the identified home health services, such as intermittent skilled nursing
services. 2 To be Medicare-certified, however, the home health agency itself must provide skilled
nursing services in addition to at least one other therapeutic service, such as physical therapy or
medical social services. # Medicare also requires that at least one of the services be directly provided by
the agency itself, but the second service or any additional services can be provided “under
arrangements” with another agency. 2

The Medicare Part A-certified home health agency differs in multiple respects from the infusion
industry. To address this divergence, effective January 1, 2021, the Centers for Medicare & Medicaid
Services (CMS), introduced a new enrollment type specifically for home infusion therapy providers
under Medicare Part B—the home infusion therapy or HIT benefit.  The HIT benefit is for coverage of
home infusion therapy-associated professional services, including nursing services and education,
related to the intravenous or subcutaneous administration of certain drugs and biologicals through a
pump that is an item of durable medical equipment (DME). Z This payment is in addition to the DME
payment for the infusion pump or any related supplies, including the prescription drugs. Unlike
patients receiving home health services under Part A, patients receiving home infusion therapy services
under the HIT benefit do not need to meet a “homebound” requirement. Home infusion therapy
agencies also often only provide the one skilled nursing service, the infusion.

To be enrolled as a home infusion therapy provider under the Medicare Part B HIT benefit, the home
infusion provider must become accredited with one of the Medicare-approved accreditation
organizations, 8 which creates an additional step to receiving reimbursement for the infusion nursing
and education services. As discussed in more detail below, while time-consuming and costly,
accreditation with a Medicare-approved organization may help address certain state issues, which tie
Medicaid enrollment to Medicare-certification.
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Home Infusion Provider Licensure

The path to payment for the administration of infusion services under the HIT benefit is a positive step
for the industry, but Medicare reimbursement is only one component of the regulatory landscape
governing the infusion industry and does not address other critical issues, such as potential licensure
required under state law. In fact, the Medicare definition of a “qualified home infusion therapy supplier”
refers to, in part, a “pharmacy, physician, or other provider of services or supplier licensed by the State
in which the pharmacy, physician, or provider or services or supplier furnishes items or services.” 2
Although these are broad parameters, they do not fully account for the state agency-wide license

considerations required for health care practitioners entering patients’ homes.

How do home infusion providers fit within the broader home health context? The state licensure
landscape in the home infusion industry is far from uniform, and in fact the overwhelming majority of
states do not address infusion at all. While home infusion providers—and, in particular, those
originating from the pharmacy industry or those that partner with specialty pharmacies—are distinct
from the traditional home health model, many states nonetheless require licensure as a home health
agency in order to provide such services in a state.

The determination of whether a license is even required for infusion providers depends upon the
specific facts and circumstances, and the legal definitions for each provider type. For example, many
states define home health agency to apply to agencies that provide multiple services, including both
skilled nursing services and at least one other therapy service, such as occupational therapy or speech
therapy.

Arizona is an example of this type of licensure category. That state defines a home health agency as an
agency that “is primarily engaged in providing skilled nursing services and other therapeutic

services.” 1 In states with statutory and regulatory language similar to Arizona, an agency that only
provides the home infusion nursing component can position itself as not requiring licensure because of
the limited scope of services being provided. In other words, the infusion provider does not provide
nursing “in addition to” another service.

Other states, however, require licensure if an agency provides any type of service in the home, and may
even have a special license category limited to just the home nursing component. States in this category
include Kansas (which defines a home health agency to include an agency that “provides for a fee one
or more home health services,” with home health services including nursing and other therapeutic
services 1) and Illinois (which has multiple license categories including one specific to just nursing
services 12). In these states, language such as the “one or more” language used in Kansas triggers
licensure based on the one service provided.

A smaller subset of states will require licensure if an entity, such as a specialty pharmacy, merely
contracts with a separate nursing agency, triggering licensure for engaging in the relationship. Both
California and New York are states where the contracting or arranging for a service requires licensure
for both the entity actually providing the nursing services and the entity that contracted it out.
California defines a home health agency as an organization “which provides, or arranges for the
provision of, skilled nursing services, to persons in their temporary or permanent place of residence.” 12

Similarly, New York defines a home care services agency as an organization that is “primarily engaged
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in arranging and/or providing directly or through contract arrangement one or more of the following:
Nursing services, home health aide services, and other therapeutic and related service . . . to persons at

home.” 14

Finally, an even smaller group of states specifically license home infusion providers or provide an
express exception for infusion providers. 13 As of this writing, only two states fall within the former
category: Kentucky (which licenses “ambulatory infusion agencies” that provide infusion services in
patient’s homes or in outpatient locations 1) and Montana (which licenses “home infusion therapy
agencies,” Z requiring the services of a pharmacist in charge, a role that a provider handling only the

infusion administration may not have).

The state infusion licensure landscape is further complicated by other issues such as geographic
limitations and certificate of need restrictions, which may still apply even if the entity contracts out the
nursing component. For example, both New York and Rhode Island have comprehensive certificate of
need restrictions related to the licensure of home health agencies. 18 Facing these significant barriers to
entry, providers seeking to do business in those states will need to strategize on potential alternatives,
such as determining whether there are any exceptions to the certificate of need requirements. 12

It is worth noting that, with the proliferation of mail-order pharmacies, state boards of pharmacy have
already contemplated providers being out-of-state and shipping medications into a state with non-
resident pharmacy licensure requirements. However, this non-resident option is not available for the
home infusion industry, and geographic limitations to a license, including potential surface area or
county restrictions, 22 must be considered by infusion providers seeking to provide services on behalf

of specialty pharmacies that may have licensure across all 50 states.

State Medicaid Program Complications

While CMS has recognized a need for a separate benefit related to infusion services, state Medicaid
programs, similar to state licensing agencies, may not yet have fully recognized and embraced this
unique industry. For example, Indiana Medicaid recently issued a bulletin announcing that it will be
requiring home health providers enrolled in the Indiana Health Coverage Programs (IHCP) to also be
Medicare-certified as of July 1, 2026. 2L This IHCP bulletin, which consists of only a couple short
paragraphs, references enrollment as a Medicare Part A (traditional home health) provider, and does
not expand to other Medicare provider or supplier types, such as a supplier under the Part B HIT
benefit. As noted above, infusion providers that only provide the one nursing service and service
patients that are not “homebound” will not meet the conditions of participation for a Medicare Part A
home health provider. As such, it remains to be seen how this Indiana Medicaid enrollment
requirement will affect home infusion providers in the state in 2026 and beyond.

Ambulatory Infusion Suite Model

In addition to the home infusion model, pharmacies are continuing to explore novel infusion
medication administration models, including delivery to AIS. If licensure requirements for home
infusion are not always clear, licensure for the AIS model is even more limited or not directly applicable
to the model. Providers entering the AIS space need to contend with a proliferation of recent
regulatory guidance related to different provider types, which while distinct from the home health
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industry, still warrant review to ensure compliance. The medical spa (med spa) and intravenous (IV)
hydration and therapy businesses have caught the attention of regulators, and states are attempting to
achieve greater control in these areas with broad generalizations that may impact the AIS model.

For example, in July 2024 the Rhode Island Department of Health (RIDOH) issued guidance 22 focused
on the expansion of med spas and IV therapy businesses, which broadly encompasses those entities
that provide patients with IV fluids with or without medications, vitamins, minerals and/or amino
acids. Although the RIDOH references that these services are often treated as spa treatments rather
than medical procedures, they intersect the specialties of medicine, nursing, and pharmacy and could
potentially include the delivery and administration of prescription drugs as in an AIS model.

Depending upon the underlying ownership structure, the scope of services offered, and the
professional licensure (if any) held by the owners of the business, the guidance document also makes
clear that these IV therapy providers (and by potential extension, infusion therapy providers) may
require licensure with the RIDOH, including as organized ambulatory care facilities (OACFs).
Licensure as an OACF requires prior review by the Rhode Island Health Services Council, a 30-day
public comment period, and approval by the licensing agency.

Similar to steps taken in Rhode Island, the Kentucky Boards of Medical Licensure, Nursing and
Pharmacy issued a joint statement 23 directed at the retail IV therapy business model and not,
specifically, the infusion industry. Unlike Rhode Island, however, the Kentucky guidance does not
contemplate a specific facility licensure requirement for such businesses. The resource document
instead discusses what falls within the scope of practice of individual licensed health care professionals
that provide services on behalf of IV therapy businesses and that the practice of creating IV therapies
could constitute compounding and the practice of pharmacy. Importantly, the model outlined in the
Kentucky guidance (which pertains to practitioners compounding in an IV therapy clinic) can be
distinguished from the infusion industry. Unlike compounding on-site, the infusion industry utilizes
pharmacists in a licensed pharmacy setting to compound the drugs for further administration in the
AIS. Nonetheless, entities looking to operate businesses within the AIS model should review this
statement to ensure that the anticipated service offerings will not implicate and run afoul of the
documented concerns pertaining to IV therapy businesses.

Both Ohio and Wisconsin also promulgated advisory materials in 2025 aimed specifically at IV therapy
businesses that could touch on the infusion industry. The Ohio Boards of Medicine, Pharmacy, and
Nursing issued a joint regulatory statement pertaining to retail IV therapy clinics. 2¢ As with the other
states discussed above, this guidance makes similar statements that operating a retail IV therapy clinic
may involve the practice of medicine, nursing, and pharmacy, all of which require a license and
adherence to a scope of practice under state law. Similar to the guidance issued by Kentucky, much of
the Ohio statement addresses what constitutes compounding. However, Ohio also includes a reference
that is particularly relevant to the AIS model. Storing compounded drugs on-site for any period of time
(e.g., the day of an infusion appointment) will require licensure with the Ohio Board of Pharmacy as a
terminal distributor of dangerous drugs. Also in line with other states, Ohio makes clear that standing
orders are not permitted for the recommendation, compounding, and administration of IV medications
under state law.
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On October 22, 2025, various professional boards within the Wisconsin Department of Safety and
Professional Services released a joint advisory opinion regarding IV hydration therapy businesses. 22
While Wisconsin’s guidance does not reference any required facility licensure, it does note that “IV
hydration therapy fluids and additives are prescription drugs requiring purchase and storage by a
qualified practitioner which may include a physician, PA [physician assistant], or APNP [advanced
practice nurse prescriber].” The opinion does, however, acknowledge that a registered nurse with

appropriate training and experience may administer the treatment.

Conclusion

The traditional home health industry is in a state of flux, especially as it contends with the increased use
of home infusion services. Providers looking to enter the industry lack definitive guidance on critical
issues, including reimbursement and licensure requirements. This does not even take into account
other important considerations that providers face when seeking to establish home health businesses
such as potential corporate practice of medicine limitations and fraud, waste, and abuse prohibitions.
The uncertainty in the home health industry is further compounded when infusion providers consider
offering other novel business strategies like the AIS model. It is imperative that entities carefully review
applicable statutes and regulations and stay up to date on all guidance materials released by regulatory
bodies to ensure that contemplated business models are operated in a compliant manner. Failure to do
so could result in discipline by licensing authorities, diminished reimbursement, or other adverse
enforcement actions. Given the recent and rapid developments in this space, the home health industry
will certainly continue to evolve, requiring providers to remain vigilant and diligent to promote
compliance and sustainability.
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