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The US Food and Drug Administration (FDA) issued an 
inspectional observation (Form FDA 483) to a Texas med 
spa, Pure Indulgence Aesthetics, citing Drug Supply Chain 
Security Act (DSCSA) violations for dispensers. 
As of the date of this alert, and based on publicly available records, this appears to be the 
first DSCSA-focused 483 the FDA has issued to a dispenser. The FDA’s findings centered 
on conducting business with authorized trading partners and engaging only in transactions 
involving product (Botox) with a product identifier. The immediate takeaway is 
straightforward. Dispensers have active DSCSA obligations today, not just the “enhanced” 
electronic interoperability requirements, and the FDA is prepared to enforce cornerstone 
obligations such as the authorized trading partner requirement using a data-oriented 
approach that cross-checks purchase, dispensing, and product data. 

What Happened and Why It Matters 

The FDA inspected Pure Indulgence Aesthetics, a dispenser of prescription drugs in 
Southlake, Texas, on multiple dates between December 2 and December 12, 2025. The 
product at issue was Botox (onabotulinumtoxinA), manufactured by AbbVie and 
distributed in the United States by its subsidiary, Allergan Aesthetics. The 483 reflects two 
observations under section 582(d) of the Federal Food, Drug, and Cosmetic Act. First, the 
FDA concluded the firm failed to conduct business only with authorized trading partners. 
Second, the FDA concluded the firm failed to engage only in transactions involving product 
with a product identifier. While a 483 is not a final agency determination, it is a strong 
signal of the FDA’s compliance focus and the evidence it is prepared to marshal. 

This 483 is significant because it extends the DSCSA inspectional lens to dispensers in a 
very concrete way. DSCSA compliance conversations at the dispenser level have often 
focused on the “enhanced” interoperable electronic tracing requirements. The FDA’s 
observations make clear that baseline obligations — especially the authorized trading 
partner requirement and transacting only in product that bears a product identifier — 
remain fully in force and are fair game for inspection and enforcement. Stated plainly, 
dispensers cannot wait for interoperability to be perfect before meeting the foundational 
DSCSA duties that the FDA has now demonstrated it will check. 



It also matters because the evidence shows how the FDA can leverage data sources that 
are already abundant in clinical and retail settings. In this case, the agency compared 
manufacturer shipment records with dispenser treatment records, evaluated lot-level 
documentation, and even corroborated findings through physical evidence and laboratory 
analysis. That model is scalable and transferable to many dispenser environments, from 
med spas to clinics and pharmacies. 

The Core Inspection Findings 

The FDA’s first observation alleged that the dispenser failed to transact only with 
authorized trading partners. Investigators compared purchase data for Botox from AbbVie 
and its US subsidiary, Allergan Aesthetics, with the dispenser’s patient treatment records. 
The agency determined that the number of units dispensed, as reflected in treatment logs, 
significantly exceeded the number of units purchased from AbbVie and Allergan Aesthetics 
during a defined period spanning late 2024 through 2025. Investigators described the 
discrepancy in terms of “calculated vials,” explaining that they converted units dispensed 
into theoretical whole vials based on standard vial concentrations because partial vials 
cannot be purchased. Although the specific quantities were redacted in the 483, the 
agency characterized the gap as large enough to “strongly suggest” that product was being 
obtained from sources other than the manufacturer (i.e., from unauthorized trading 
partners). 

The FDA’s second observation alleged that the dispenser failed to engage only in 
transactions involving product with a product identifier. Investigators found an unlabeled 
vial with a ring of white powder in the facility’s trash. Laboratory analysis confirmed the vial 
contained botulinum neurotoxin type A intended for human use. The FDA noted that the 
vial did not resemble legitimate finished product packaging, and the firm could not provide 
labeling or packaging bearing a product identifier as the DSCSA requires for “product” 
within the meaning of section 581(13). The 483 further notes documentation issues, 
including instances where lot numbers were blank or did not match lot numbers 
associated with products purportedly used, reinforcing the concern that not all product 
originated through authorized, properly identified channels. 

Together, the two observations work in tandem to paint a picture of supply chain control 
breakdowns at the dispenser level. The alleged mismatch between dispensed volume and 
legitimate purchases undermines the authorized trading partner requirement, while the 
discovery of an unlabeled vial lacking a product identifier underscores the failure to 
transact only in properly labeled product. The FDA framed its conclusions by connecting 
the dispenser documentation trail to the physical evidence and to manufacturer records, 
which is a compelling enforcement posture. 

DSCSA Obligations for Dispensers That Apply Now 



The DSCSA imposes ongoing obligations on dispensers that exist independently of the 
“enhanced” interoperable electronic tracing requirements. Two key obligations are the 
authorized trading partner requirement and the obligation to engage only in transactions 
involving product with a product identifier. The authorized trading partner requirement 
means a dispenser may accept product only from a supplier that meets the DSCSA’s 
authorization criteria for its trading partner category. The product identifier requirement 
means a dispenser should ensure that prescription drug product bears the required 
standardized numerical identifier and associated label elements at the package level. 

The 483 at issue demonstrates that dispensers’ obligations are currently in effect and are 
not contingent on the status of industry-wide interoperable systems or any period of 
enforcement discretion that the FDA has provided for the enhanced requirements. It 
further underscores the FDA’s expectation that dispensers comply now. In practical terms, 
a dispenser must know who supplied its product, be able to demonstrate that the supplier 
is authorized, and be able to tie product used in patient care to packages that bear valid 
product identifiers. 

Dispensers also must manage suspect and illegitimate product, which includes promptly 
investigating product that shows signs of tampering, mislabeling, or other red flags, and 
quarantining and notifying as appropriate. While the 483 focuses on authorized trading 
partners and product identifiers, the presence of an unlabeled vial and lot documentation 
mismatches would naturally implicate suspect product procedures in day-to-day 
operations. A robust DSCSA program at the dispenser level therefore integrates high-
quality documentation, authorized trading partner checks, product identifier controls, and 
product investigations into a cohesive set of standard operating procedures. 

Conclusion 

The FDA’s 483 to a Texas dispenser marks, to our knowledge, the first publicly documented 
DSCSA inspectional observations directed at a dispenser, and it underscores three 
practical truths: (1) Dispensers have active DSCSA obligations today, not just the 
enhanced, interoperable tracing requirements, (2) the authorized trading partner and 
product identifier requirements are cornerstone obligations that the FDA will check, and 
(3) regulators can and will leverage data-rich environments — manufacturer shipments, 
treatment records, purchase documentation, and physical evidence — to enforce the 
DSCSA at the dispenser level. 
 
https://www.afslaw.com/perspectives/alerts/wrinkle-the-supply-chain-fdas-first-dscsa-
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