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IV Hydration Clinics: Convenience, Compliance,

and the Cost of Skipping Oversight

Introduction

Over the past decade, IV hydration clinics have moved from hospital-based medical therapy into the
mainstream wellness marketplace. Once reserved for acute dehydration, chemotherapy support, or
critical care, intravenous fluids infused with vitamins and electrolytes are now marketed as remedies
for hangovers, fatigue, jet lag, immunity support, athletic recovery, and even cosmetic or “beauty”
enhancement. These services are offered in storefront clinics, mobile buses, cruise ships, weddings,
corporate events, and private parties often with limited medical screening and broad wellness claims.

While the concept may appear harmless on the surface, this month’s Pearl examines how IV hydration
therapy exists at the intersection of medicine, nursing, pharmacy, and regulation, creating significant
oversight challenges that are frequently underestimated by organizations operating in this space.

A Brief History: From Medical Necessity to Mobile Wellness

IV hydration therapy originated as a lifesaving medical intervention. The development of intravenous
fluids in the 19th and early 20th centuries transformed the treatment of cholera, trauma, and surgical
patients. Over time, IV therapy became a core component of inpatient medical care, administered
under strict clinical protocols with physician oversight and pharmacy-prepared sterile products.

First appearing in Las Vegas around i
2012, the modern IV hydration clinic .
developed from services marketed as a t
“hangover relief” and later expanded into
broader consumer wellness offerings,
driven by the perception that intravenous
delivery is faster or more effective than
oral supplementation. By bypassing the
digestive system, proponents claim near-
immediate benefits that are frequently
unproven, overstated, or unsupported by
robust clinical evidence.

=
One of the most concerning aspects of IV hydration clinics is regulatory ambiguity. It is widely
recognized that many regulatory bodies consider the preparation of customized IV vitamin infusions to
constitute “mixing or combining ingredients to create a drug for an individual patient.” Such activity

generally falls under Section 503A of the Federal Food, Drug, and Cosmetic Act (FD&C Act) and
applicable standards issued by the United States Pharmacopeia (USP), particularly USP <797>.

The Regulatory Gray Zone

In practical terms, physician-compounded IV therapies must be prepared in compliance with USP
<797>.This means IV therapy entities are subject to several conditions, including the following;:

1. Compounding must be performed by a licensed pharmacist in a state-licensed pharmacy or
federal facility, or by a licensed physician.
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2. Compounding must occur pursuant to a valid prescription for an individually identified patient. In
a physician-office setting, this may include an order documented in the patient’s medical record.

3. Additional requirements apply, including limits on batch compounding, restrictions on
compounding commercially available products, and limitations on interstate distribution.

4. Bulk drug substances used in compounding must be accompanied by a valid certificate of
analysis and must be manufactured by an FDA-registered establishment under Section 510.

Although USP standards are applicable, IV hydration therapies are primarily regulated at the state level
rather than federally. State boards of medicine, nursing, pharmacy, and health each apply distinct
regulatory criteria, which may overlap but are not uniformly aligned or consistently enforced.

Pharmacy and 503A Compounding

When IV fluids are combined with vitamins, electrolytes, or medications, they typically meet the
definition of compounded sterile preparations (CSPs). As such, they fall under USP <797> requirements
and state board of pharmacy oversight. Clinics that compound or administer patient-specific IV
preparations often require a formal relationship with a 503A pharmacy. However, many IV hydration
clinics operate without direct pharmacy involvement or without implementing appropriate sterile
compounding controls.

Multidisciplinary Oversight Challenges
IV hydration therapy requires coordination across multiple disciplines:

medical oversight for prescribing and clinical appropriateness

nursing oversight for IV insertion, administration, and patient monitoring

pharmacy oversight for sterile preparation, compatibility, dosing, and beyond-use dating

operational leadership for quality systems, staff training, and regulatory compliance

In many IV hydration clinics, these responsibilities are poorly defined or inconsistently applied. Medical
directors may provide only remote oversight, pharmacists may not be involved at all, and nurses may be
placed in ethically and professionally challenging situations administering therapies with limited
clinical justification or incomplete governance structures.

FDA'’s Position and Growing Concern

The FDA has repeatedly expressed concern regarding compounded sterile products prepared outside
traditional health care settings, particularly when used for non—-medically necessary purposes. While IV
hydration clinics may operate legally under certain state frameworks, the FDA has warned against the
following practices:

unapproved or misleading drug claims

unsafe compounding practices and insanitary conditions

use of compounded products when FDA-approved alternatives exist

use of expired products or active pharmaceutical ingredients (APIs)

administration of injectable vitamins without documented deficiency or medical need

Of particular concern are operations that resemble manufacturing or batch production without patient-
specific prescriptions. In such cases, clinics may exceed the scope of 503A compounding and enter the
more highly regulated domain of 503B outsourcing facilities or drug manufacturing, which carries
significantly stricter requirements.

© 2026 TRC is a registered trademark of Therapeutic Research Center. TRC and all associated names and service marks,
including TRC, are restricted and reserved for Therapeutic Research Center use. TRCHealthcare.com Page 2|5


https://trchealthcare.com/

8
()

CriticalPoint Pearls of Knowledge — January 2026

Safety Risks, Adverse Events, and Documented Harm

Contrary to popular perception, IV hydration therapy is not without risk. Reported adverse events
include:

¢ bloodstream infections and sepsis

electrolyte imbalances

fluid overload leading to cardiac or pulmonary complications

phlebitis, infiltration, and extravasation

allergic reactions and vitamin toxicity

According to Bea Amma, she underwent more than 100
injections to her arms, abdomen, and lower back
involving a mixture of vitamins and fat-dissolving agents.

There have been documented cases of serious injury and death associated with IV hydration therapy,
often linked to inadequate medical screening, breaches in aseptic technique, or administration to
inappropriate patient populations. These risks may be heightened in mobile or event-based settings,
where environmental controls, emergency preparedness, and continuity of care are limited.

Snake Oilin a Drip Bag?

Perhaps the most controversial aspect of IV hydration clinics is their marketing. Claims that IV vitamin
infusions boost immunity, reverse aging, cure fatigue, or “detoxify” the body are often unsupported by
high-quality clinical evidence. This has led some critics to compare such offerings to historical “snake
oil” remedies. These offerings are promoted more through confidence and appeal than scientific
validation.

While some individuals may experience placebo effects or transient symptom relief, the absence of
standardized protocols, outcome tracking, and evidence-based justification raises ethical concerns,
particularly when invasive medical procedures are framed as lifestyle or wellness enhancements.
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The Bigger Picture: Risk vs. Responsibility

IV hydration clinics are not inherently unsafe; however, safety depends on appropriate structure,
oversight, and limitation. When sterile compounding standards, clinical governance, and regulatory
responsibilities are treated as optional, the risk of patient harm increases substantially.

As the industry continues to expand, health care professionals and regulators must consider key
questions:

¢ Who is accountable when adverse events occur?
e Are patients adequately informed of risks?
¢ Is convenience being prioritized over clinical judgment?

While marketed as a casual amenity, IV therapy involves direct vascular access and carries risks
comparable to those encountered in traditional hospital-based care.

Gradually Moving the Needle Toward More Effective Regulation

In 2025, the American Med Spa Association (AmSpa) provided testimony supporting increased
legislation and oversight in Texas, advocating for stricter limits on the independent operation of medical
aesthetics by mid-level and non-core medical professionals.1 Subsequently, Jennifer’s Law established
new requirements for IV treatments, mandating that IV therapies be administered by licensed registered
nurses or advanced practice providers pursuant to a prescription and under the supervision of a
physician, physician assistant, or APRN.

Although regulatory policies have tightened in several states, significant gaps remain. Due to wide
variation in organizational practices, it is still unclear how IV preparations are compounded, stored, and
handled nationwide or whether facilities consistently adhere to USP <797> standards and accepted
aseptic practices.

These concerns are longstanding. As early as 2021, the FDA acknowledged that contaminated drug
products originating from IV therapy entities operating under insanitary conditions are “well
documented.” ? However, the FDA’s enforcement authority in this area is limited, and meaningful
regulatory action often occurs only after serious adverse events or deaths are reported.

In multiple cases involving fungal infections and patient deaths associated with medical offices offering
platelet-rich plasma therapy, IV vitamin infusions, hormone replacement therapy, and laboratory
testing services, the FDA worked with state regulators to inspect compounding practices. These
inspections identified insanitary conditions across all facilities evaluated, reinforcing concerns about
insufficient oversight.

© 2026 TRC is a registered trademark of Therapeutic Research Center. TRC and all associated names and service marks,
including TRC, are restricted and reserved for Therapeutic Research Center use. TRCHealthcare.com Page 4|5


https://trchealthcare.com/
https://nurse.org/news/texas-medspa-iv-regulations/

CriticalPoint Pearls of Knowledge — January 2026

FDA has become aware of sterile compounding activities, such as adding
vitamins to IV infusion bags, being performed by business entities such as IV
hydration clinics, medical spas, and mobile IV infusion companies. It is
unknown if drug products are prepared, packed, or held under insanitary
conditions by these entities and whether a licensed practitioner is on-site to
evaluate patients and write prescriptions for the drug products intended to be
sterile being administered. It is also uncertain whether entities producing these
sterile products are following state regulations. It is FDA’s understanding that
entities such as these can be found nationwide; however, the number of these
entities and the compounding practices occurring at these entities are not fully
understood given that compounders seeking to compound drugs under section
503A generally do not register with FDA.

Excerpt from a compounding risk alert: EDA highlights concern with compounding of drug products by medical offices and
clinics under insanitary conditions. October 2021.

In response, approximately 32 states have developed or proposed policies addressing IV spa practices.
However, only four states ( Alabama, North Carolina, South Carolina, and Vermont) have explicitly
addressed core elements of safe practice, including governance, prescriber qualifications, dispensing
practices, and compounding oversight.

Because many IV therapy entities are not required to formally register for ongoing regulatory monitoring,
it often remains unclear which operations are functioning outside legal or safety boundaries until an
adverse event occurs. This pattern closely mirrors the circumstances preceding the 2012 New England
Compounding Center (NECC) tragedy, in which inadequate oversight contributed to a multistate fungal
meningitis outbreak resulting in widespread illness and death nearly 14 years ago.

Summary

IV hydration clinics have become a rapidly expanding segment of the wellness industry, offering
intravenous fluids and vitamin infusions for conditions ranging from hangovers to fatigue. While IV
therapy has deep roots in medical history, many modern clinics operate in a regulatory gray zone
characterized by inconsistent oversight, limited evidence of benefit, and identifiable safety risks.

Unlike traditional healthcare settings, these facilities may lack consistent physician evaluation,
pharmacy supervision, or adherence to sterile compounding standards, creating complex governance
challenges across medical, nursing, and pharmacy domains.

The FDA has raised concerns regarding insanitary compounding practices, while state regulators
continue to clarify licensure and scope-of-practice requirements. As consumer demand grows, the
balance between convenience, clinical appropriateness, and regulatory compliance underscores the
need for clearer standards and stronger safeguards to protect patient safety.
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