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A
esthetic injectable procedures—known to be quick, 
minimally-invasive, and generally effective—are in a 
rare but increasing number of instances also danger-
ous, prompting aesthetic physicians to lead a charge 

to stop risky procedures across the US. In efforts to ensure 
patient safety and preserve the well-earned reputation of 
these popular procedures, top physicians, societies, and even 
the FDA are weighing in with warnings about questionable 
practices, such as compounding sclerosants or purchasing 
injectable agents from unlicensed providers. Procedures per-
formed by well-trained medical professionals using approved 
pharmaceutical compounds are well-tolerated and very low-
risk, they assert, while those using alternative formulations 
pose unnecessary risks to patients and the injectors who treat 
them.

EmErging Warnings
One of the recent warnings came during last fall’s 
ASDS Annual Meeting, where the American Society for 
Dermatologic Surgery Association (ASDSA) issued a state-
ment urging, “federal and state regulatory authorities to 
re-examine their oversight and enforcement of compound-
ing pharmacies.” The statement, made in the wake of the 
highly publicized Massachusetts compounding pharmacy 
contamination that has resulted in the deaths of 45 people 
and illness of hundreds of others, specifically identifies risks 
associated with pharmacy-compounded sclerosants and 
anesthetic creams. “Providing uncontaminated drugs at 

consistent, appropriate dosage levels must be of paramount 
concern,” said ASDSA President Timothy C. Flynn, MD in 
the statement. “We are seeing too many cases of patients 
becoming ill or dying due to lack of appropriate oversight of 
compounded pharmacies.” 

In Dr. Flynn’s home state of North Carolina, a woman 
died in 2005 as a result of application of a compounded 
topical anesthetic prior to a planned aesthetic procedure. 
That death and a spate of other medical emergencies associ-
ated with compounded topical anesthetics led to largescale 
abandonment of such products in favor of supervised appli-
cation of pharmaceutical-grade anesthetic formulations. 
Concerns about inconsistency in the quality of compound-
ed sclerosants is paving the way for a similar move toward 
use of the available pharmaceutical-grade sclerosants only.

In 2004 ASDS President-elect Mitchel P. Goldman, MD 
of La Jolla, CA published an article in Dermatologic Surgery 
(30: 1454–1456) where he reported that three out of three 
pharmacy-compounded samples of the sclerosant sodium 
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tetradecyl sulfate 3% did not contain the claimed concentra-
tions of the active ingredient. In addition, Weiss, et al. in 2011 
(Dermatol Surg; 37(6): 812-5) found that five out of six phar-
macy compounded samples of polidocanol 1% did not con-
tain the claimed concentration, and all six samples contained 
impurities. In both studies, the pharmaceutical grade formu-
lations— Fibrovein (STD Pharmaceuticals, Ltd.) and Asclera 
(Merz Aesthetics), respectively—contained the claimed con-
centrations of active and no impurities.

“The risk of injecting a sclerosant that is not the correct 
concentration is too little of a reaction and recurrence of the 
vessel or, more importantly, too vigorous of a reaction result-
ing in excessive inflammation and/or ulceration or thrombi 
formation,” Dr. Goldman says. “In addition, as we have report-
ed, there are a wide variety of impurities in the compounded 
sclerosing solutions.”

When FDA-approved formulations were not available, 
compounding was a clinician’s only option. But that’s no 
longer the case. Asclera, for example, was approved by FDA in 
2010, and is available nationwide. Using compounded formu-
lations as an alternative is, according to Dr. Goldman, “unnec-
essarily risky” and illegal. Physicians who use an improperly 
compounded agent endanger patients, and they put them-
selves at risk for litigation.

Omaha’s Joel Schlessinger, MD, founder of the Cosmetic 
Surgery Forum, echoes this reality, noting that the practice 
of compounding and so-called “grey market” purchasing, “Is 
likely going to result in potential issues for those who dabble 
in this area. Injectables such as botulinum toxins and polido-
canol are subject to FDA oversight, and for the protection of 
our patients it is best to avoid importation.”

The issue of grey market injectables gained prominence in 
December when FDA said it had sent warning letters to more 
than 350 medical practices that the agency says may have 
received unapproved medications, including unapproved ver-
sions of Botox, from a foreign supplier. 

“This is a continual issue, it seems. Sadly, many practitioners, 
including dermatologists who should know better, still persist 
in thinking that it is acceptable to purchase ‘grey-market’ 
pharmaceuticals,” Dr. Schlessinger observes. “The reality is that 
this a practice that is fraught with danger, both to the patient 
and the physician’s reputation.”

In its December statement about unapproved formula-
tions, FDA indicated that it “cannot confirm that the manu-
facture and handling of these products follow US regulations 
or that these medications are safe and effective for their 
intended uses. Medications not approved by FDA may also 
lack the necessary and required labels that ensure their appro-
priate and safe use.”

“While it would be nice to think that these are the same 
exact products we receive from our manufacturers, time and 

experience have proven otherwise,” Dr. Schlessinger warns of 
alternative-source injectables. “Reputations and careers have 
been damaged, starting with the Chinese Toxin scandal and 
persisting to this one.”

Promoting safEty
Several organizations strive to reduce use of un-official for-
mulations of aesthetic injectables. The American Society for 
Aesthetic Practice Surgery urges patients to, “Know what 
you are being injected with...Make sure your clinician is using 
only FDA-approved products purchased within the United 
States. If he or she refuses to give you this information, seek 
another clinician.” 

Similarly, in its document for physicians “Guidelines for 
Ethical Patient Safety Practices in Today’s Rapidly Changing, 
Complex Environment,” ASDS states that, “The importation 
and use of non-FDA approved or compounded substances 
have resulted in adverse events and even death. To alert the 
public to the dangers of cosmetic procedures performed by 
a non-physician without direct physician supervision, the 
Society engages in an ongoing communications campaign to 
educate consumers.”

The ASAPS also cautions patients not to select an injector 
based on cost. Cost-cutting seems to be the driving force in the 
use of non-FDA approved or non-pharmacologic injectables by 
physicians and other providers. But the long-term consequenc-
es could be far more costly—both in financial and in more figu-
rative terms—if patients receive inappropriate injectables. 

There are safe, ethical ways to reduce costs, Dr. Schlessinger 
says. “The safest way to save money is to purchase in a co-op 
with other physicians. There are several available at present 
and more on the horizon. Additionally, there are ways to pur-
chase in bulk and decrease overall costs.”

Furthermore, cost considerations may be part of thera-
peutic selection when choosing from among FDA-approved 
agents. “Lastly,” Dr. Schlessinger offers, “there are new alter-
natives, such as incobotulinumtoxinA (Xeomin, Merz) that 
are less expensive per unit. Competition among manufactur-
ers has led to significant decreases in costs and opportuni-
ties that didn’t exist even months ago, so this is a great time 
to seek a better deal from your suppliers.” n 
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