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I. INTRODUCTION 

Throughout the COVID-19 pandemic, as the nation struggled with 
vast societal issues such as healthcare, housing, and unemployment, 
many Americans left behind daily routines and entered compulsory 
isolation.1  Yet, as access to in-person medical and cosmetic services 
dwindled, the public’s fascination with personal appearance gained 
momentum.2  At the same time, the medical aesthetics industry seized 
the opportunity to expand its already multi-billion dollar footprint3 by 
taking advantage of public fixation and lax industry regulation.4 

For many years, the medical aesthetics industry has made its fortune 
by “fixing” consumers’ self-perceived physical flaws such as unwanted 
body fat, lack of tone, or loose skin.5  For example, surgical procedures 
involving liposuction techniques have existed for decades and are 
recognized as effective means of unwanted fat removal.6  However, 
liposuction procedures are invasive and carry significant risks, 
including nerve irritation, infection, organ puncture, fat embolism, 
kidney and heart problems, and lidocaine toxicity.7  In recent years, 
noninvasive alternatives to liposuction, which have been marketed as 
“body contouring procedures,” have emerged, including cryolipolysis, 

 
1 See Kristyn Gregory, Effects of Pandemic Isolation on Mental Health, MI BLUES 

PERSP.’S (March 17, 2021), https://www.mibluesperspectives.com/2020/09/07/ 
effects-of-pandemic-isolation-on-mental-health/. 

2 See Pamela K. Keel et al., Gaining “The Quarantine 15:” Perceived Versus 
Observed Weight Changes in College Students in the Wake of COVID-19, INT’L J. 
EATING DISORDERS, Aug. 28, 2020, at 1. After months of sheltering in place with little 
or no access to gyms, Americans became concerned with the “quarantine fifteen.” The 
“quarantine fifteen” is used colloquially to refer to weight gain attributed to unhealthy 
eating habits during the COVID-19 pandemic, coupled with forced inactivity. 

3 See Sumant Ugalmugale & Rupali Swain, Body Fat Reduction Market Size by 
Procedure, GLOB. MKT.  INSIGHTS, https://www.gminsights.com/industry-
analysis/body-fat-reduction-market (last visited June 29, 2021). In 2019, the global 
body fat reduction market, including surgical and nonsurgical procedures, grossed 
over $8.5 billion USD. 

4 See What is Aesthetic Medicine?, AM. ACAD. ANTI-AGING MED., 
https://www.a4m.com/the-aesthetic-anti-aging-fellowship.html (last visited June 3, 
2021). Medical aesthetics, also referred to as aesthetic medicine, is a clinical 
subspecialty focused upon the use of minimally invasive cosmetic treatments to 
enhance patient satisfaction with physical appearance. 

5 See Worldwide Medical Aesthetics Industry, INTRADO GLOBE NEWSWIRE 
(March 5, 2021, 6:18 AM), https://www.globenewswire.com/en/news-
release/2021/03/05/2187849/28124/en/Worldwide-Medical-Aesthetics-Industry-
Market-is-Expected-to-Grow-at-a-CAGR-of-9-9-Between-2021-to-2029.html.  

6 Elissa Bellini et al., A Journey Through Liposuction and Liposculture: Review, 
24 ANNALS MED. SURGERY 53, 54 (Dec. 2017), https://www.ncbi.nlm.nih.gov/ 
pmc/articles/PMC5681335/. 

7 Liposuction, MAYO CLINIC, https://www.mayoclinic.org/tests-procedures/ 
liposuction/about/pac-20384586 (last visited June 29, 2021). 
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high-intensity focused ultrasound, radiofrequency, and low-level laser 
therapy.8  Cryolipolysis uses controlled cooling to destroy adipocytes 
(fat cells) in selected areas of the body, and is the leading technique for 
noninvasive fat reduction today.9 

Regrettably, the statutory framework regulating these devices is 
failing.  The machines used to perform these noninvasive fat removal 
procedures are classified as medical devices,10 and the Food, Drug, and 
Cosmetic Act (“FDCA”) splits regulatory authority for medical devices 
between the United States Food and Drug Administration (“FDA”) and 
the United States Federal Trade Commission (“FTC”).11  Unfortunately 
neither administration takes the lead to effectively regulate certain 
aspects of medical aesthetic technologies, such as advertising.12  Lack 
of oversight of the medical aesthetics industry is all the more frightening 
because—aside from its overwhelming growth—the industry attempts 
to persuade consumers that noninvasive procedures such as “body 
contouring” are less medical, less risky, and simply cosmetic in nature. 

The purpose of this comment is to reveal how the medical aesthetics 
industry profits from misleading marketing and advertisements with 
little to no consequences.  The evolution and regulation of cryolipolysis 
as a mainstream body contouring procedure provides a fascinating case 
study into the dangers of unmitigated and misleading marketing 
practices.  First, Part II provides important background information on 
cryolipolysis, controlling regulations and their regulatory gaps, and 
misleading advertising practices for cryolipolytic products that pose 
significant dangers to consumers.  Next, Part III proposes an 
amendment to Section 352 of the FDCA to vest broader authority in the 
FDA to regulate cryolipolytic and other Class II and Class III medical 
devices.  Finally, Part IV provides a conclusion highlighting the urgency 
of the proposed reform and how it may mitigate the industry’s harmful 
marketing practices.  Additionally, this comment touches on the impact 
of the COVID-19 pandemic on medical aesthetics as well as what may 
be expected from the industry’s impact on consumers in the aftermath 
of the pandemic. 

 
8 See Steven Jacobson, Liposuction Alternatives: Do Fat-Reduction Devices 

Work?, MAYO CLINIC (June 8, 2019), https://www.mayoclinic.org/tests-procedures/ 
liposuction/expert-answers/liposuction-alternatives/faq-20058210. 

9 Cryolipolysis Devices Market: Rise in Consumer Demand, BIOSPACE (Jan. 25, 
2021), https://www.biospace.com/article/cryolipolysis-devices-market-rise-in- 
consumer-demand-for-non-invasive-options-is-expected-to-drive-the-market/.  

10 Medical Device Overview, FDA (Sept. 14, 2018), https://www.fda.gov/ 
industry/regulated-products/medical-device-overview. 

11 See Anne V. Maher & Lesley Fair, The FTC’s Regulation of Advertising, 65 
FOOD & DRUG L. J. 589, 605 (2010). 

12 Id. 
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II. BACKGROUND 

A. A Brief History of Cryolipolytic Technology  

Developed in 2008 by Dr. Dieter Manstein and Dr. Rox Anderson,13 
cryolipolysis works by freezing subcutaneous fat cells through 
application of an external cooling device to specific and limited areas 
of the body, after which the body eliminates the dead cells naturally.14  
Zeltiq Aesthetics, Inc. (“Zeltiq”) took cryolipolysis from bench to 
market by developing its CoolSculpting technology, which received 
FDA media device clearance in 2010 for the treatment of flank and 
abdominal fat.15  The flagship CoolSculpting device consists of a single 
applicator attached to a cryolipolytic machine.16  The applicator is 
placed on a recipient’s treatment area and delivers the freezing 
treatment to underlying fat cells.17  Since 2010, the FDA has cleared 
CoolSculpting for the treatment of unwanted fat in additional areas, 
including the submental (under the chin) and submandibular (under the 
jawline) areas, thighs, bra lines, back, upper arms, and the area 
underneath the buttocks.18  Zeltiq’s CoolSculpting system remains the 
only FDA-cleared cryolipolytic device to date,19 and the terms 
“CoolSculpting” and “cryolipolysis” are often used interchangeably.20 

B. The FDCA’s Delegation to the FDA and the FTC 
 

The FDCA currently splits medical device regulatory authority 
between the FDA and the FTC.  While medical devices are regulated 
and classified by the FDA, the FDA’s authority to regulate medical 

 
13 CoolSculpting Origins: How Cryolipolysis Became CoolSculpting, SDBOTOX 

(Sept. 18, 2018), https://sdbotox.com/blog/cryolipolysis/. 
14 About Fat Loss, COOLSCULPTING, https://www.coolsculpting.com/what-is-

coolsculpting/fat-reduction-vs-weight-loss/ (last visited June 30, 2021). 
15 Nils Krueger et al., Cryolipolysis for Noninvasive Body Contouring: Clinical 

Efficacy and Patient Satisfaction, 7 CLINICAL, COSMETIC & INVESTIGATIONAL 
DERMATOLOGY 201, 202 (2014), https://www.ncbi.nlm.nih.gov/pmc/articles/ 
PMC4079633/.  

16 See The Science of Fat Freezing, COOLSCULPTING, https://www.coolsculpting. 
com/what-is-coolsculpting/ (last visited July 28, 2021). In 2021, Zeltiq released 
CoolSculpting Elite, a successor to its flagship device which features dual applicators. 

17 Id. 
18 You’ve Got Questions? We’ve Got Answers, COOLSCULPTING, 

https://www.coolsculpting.com/what-is-coolsculpting/faqs/ (last visited June 30, 
2021). 

19 Id. 
20 Is Cool Sculpting the Same as CoolSculpting?, ELEMENT BODY LAB 

https://elementbodylab.com/uncategorized/is-cool-sculpting-the-same-as-
coolsculpting/ (last visited June 30, 2021). 
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device advertising is limited to oversight of “restricted” medical device 
advertising.21  Restricted medical devices may only be sold upon 
authorization by a licensed practitioner or under other conditions 
specified by regulation.22  As a result, even though the FDA “regulates” 
and classifies all medical devices, it lacks the power to regulate illegal 
advertising for the overwhelming majority of medical devices, 
including Zeltiq’s CoolSculpting system.   

Instead, the FTC has been delegated the regulatory authority to 
prevent illegal advertising of non-restricted medical devices23 under the 
broad authority of the Federal Trade Commission Act (“FTCA”).24  The 
FTCA prohibits unfair or deceptive advertising in any medium, and 
empowers the FTC to protect consumers by preventing unfair or 
deceptive acts or practices that mislead consumers and affect their 
behavior or decisions about a product or service.25  As such, the FTC’s 
authority includes the ability to regulate deceptive advertising practices 
for nearly all imaginable services or products—among them non-
restricted medical devices such as Zeltiq’s CoolSculpting system and 
knock-off cryolipolytic machines designed for home use.26 

C. FDA Classification and Regulation of Medical Devices  

Medical devices, such as Zeltiq’s CoolSculpting system, are 
classified and regulated by the FDA.27  Specifically, the FDA is 
responsible for regulating entities which manufacture, repackage, 
relabel, or import these machines.28   

 
21 General Controls for Medical Devices, FDA (Mar. 22, 2018), 

https://www.fda.gov/medical-devices/regulatory-controls/general-controls-medical-
devices. 

22 Id. 
23 Thomas Sullivan, FDA: The Differences with Pharmaceutical and Device 

Promotion Standards, POL’Y & MED. (May 6, 2018), https://www.policymed.com/ 
2013/11/fda-the-differences-with-pharmaceutical-and-device-promotion-
standards.html. 

24 See generally 21 U.S.C. § 9 (codifying the Federal Food, Drug, and Cosmetic 
Act); 15 U.S.C. § 45 (describing unfair methods of competition, including a 
prohibition against unfair or deceptive advertising in any medium). 

25 See 15 U.S.C. § 45(a)(1).  
26 See A Brief Overview of the Federal Trade Commission’s Investigative, Law 

Enforcement, and Rulemaking Authority, FTC (Oct. 2019), https://www.ftc.gov/ 
about-ftc/what-we-do/enforcement-authority. 

27 Overview of Medical Device Classification and Reclassification, FDA (Dec. 
19, 2017), https://www.fda.gov/about-fda/cdrh-transparency/overview-medical-
device-classification-and-reclassification. 

28 Overview of Device Regulation, FDA (Sept. 9, 2020), https://www.fda.gov/ 
medical-devices/device-advice-comprehensive-regulatory-assistance/overview-
device-regulation#reg. 
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Section 201(h) of the Food, Drug, and Cosmetic Act defines 
“medical device,” as: 

 
[A]n instrument, apparatus, implement, machine, 
contrivance, implant, in vitro reagent, or other similar or 
related article, including any component, part, of 
accessory, which is . . . (3) intended to affect the 
structure or any function of the body of man or other 
animals, and which does not achieve its primary 
intended purposes through chemical action within or on 
the body of man or other animals and which is not 
dependent upon being metabolized for the achievement 
of its primary intended purposes.29 
 

The FDA’s Center for Devices and Radiological Health (“CDRH”) 
classifies medical devices into one of three classes, which determines 
its regulatory requirements: Class I, Class II, or Class III.30  Risk and 
regulatory requirements increase from the lowest Class I to the highest 
Class III, and include measures such as registration with the FDA, 
Premarket Notification 510(k), and Premarket Approval, respectively.31  
This risk-based classification system also depends on a device’s 
intended use and its indications for use (subsets of intended uses).32 

1. Class I Devices: General Controls 

Class I comprises approximately forty-seven percent of medical 
devices33 and includes simple tools, such as elastic bandages, tongue 
depressors, and exam gloves.34  Class I devices are subject only to 
general controls,35 and most are exempt from the Premarket Notification 
510(k) required of Class II devices.36  General controls, as set forth 
under the FDCA, are the baseline safety and efficacy requirements of 
all medical devices, regardless of classification, and include provisions 
of the FDCA pertaining to: (1) adulteration; (2) misbranding; (3) device 

 
29 21 U.S.C. 321 § 201(h). 
30 Overview of Device Regulation, supra note 28. 
31 Id. 
32 Classify Your Medical Device, FDA (Feb. 7, 2020), https://www.fda.gov/ 

medical-devices/overview-device-regulation/classify-your-medical-device. 
33 FDA Registered, Cleared, Approved: What’s the Difference?, TRUTH IN 

ADVERT. (Sept. 19, 2017), https://www.truthinadvertising.org/fda-registered-cleared-
approved-whats-difference/. 

34 Is It Really ‘FDA Approved?’, FDA (Jan. 17, 2017), https://www.fda.gov/ 
consumers/consumer-updates/it-really-fda-approved. 

35 FDA Registered, Cleared, Approved: What’s the Difference?, supra note 33. 
36 Id. 
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registration and listing; (4) Premarket Notification 510(k); (5) banned 
devices; (6) notification and repair, replacement, and refund; (7) records 
and reports; (8) restricted devices; and (9) good manufacturing 
practices.37  Additionally, Class I devices may be lawfully marketed as 
“FDA-registered” or “FDA-listed.”38 

2. Class II Devices: Special Controls and Premarket 
Notification 510(k) 

 
Class II comprises about forty-three percent of medical devices,39 

including Zeltiq’s CoolSculpting machines.40  Having determined that 
general controls alone are insufficient to provide assurance of safety and 
efficacy, the FDA assigns a set of special controls to Class II devices.41  
Special controls may vary by device, but generally include: (1) 
performance standards; (2) post-market surveillance; (3) patient 
registries; (4) special labeling requirements; (5) premarket data 
requirements; and (6) other guidelines.42  As moderate-risk devices, 
barring a few regulatory exceptions, Class II devices must undergo 
Premarket Notification 510(k).43  Those that pass muster under the 
Premarket Notification 510(k) process may be marketed legally as 
“FDA-cleared.”44 

Premarket Notification 510(k) requires the manufacturer to 
demonstrate that the device is substantially equivalent to another device 
which was either: (1) already lawfully marketed in the U.S. prior to the 
Medical Device Amendments of 1976, effective May 28, 1976 (referred 
to as a “Preamendment Device”); or (2) determined—under its own 
prior Premarket Notification 510(k) review—to be substantially 
equivalent to an existing device lawfully marketed after passage of the 
Amendments in 1976.45  The Premarket Notification 510(k) process has 
been described aptly as “a giant game of dominoes where every new 
product needs to match up to one that is already on the table.”46  In other 

 
37 General Controls for Medical Devices, supra note 21.  
38 Id. 
39 Rocky Arnold, A Roadmap for Introducing New Medical Devices, LINKEDIN 

(June 18, 2020), https://www.linkedin.com/pulse/roadmap-introducing-new-medical-
devices-part-i-fda-pathway-arnold/?articleId=6679480649847578625. 

40 FDA Registered, Cleared, Approved: What’s the Difference?, supra note 33. 
41 Regulatory Controls, FDA (Mar. 27, 2018), https://www.fda.gov/medical-

devices/overview-device-regulation/regulatory-controls. 
42 Id. 
43 Id. 
44 Is It Really ‘FDA Approved?’, supra note 34. 
45 Premarket Notification 510(k), FDA (Mar. 13, 2020), https://www.fda.gov/ 

medical-devices/premarket-submissions/premarket-notification-510k. 
46 FDA Registered, Cleared, Approved: What’s the Difference?, supra note 33. 
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words, a device can receive Premarket Notification 510(k) clearance 
simply by demonstrating substantial equivalence to another legally 
marketed device, which demonstrated substantial equivalence to 
another legally marketed device before it, and so on.47  The devices to 
which substantial equivalence is drawn are called “predicates.”48 

3. Class III Devices: Premarket Approval 

Approximately ten percent of medical devices are assigned to Class 
III.49  Class III includes devices that are not Preamendment Devices, in 
addition to devices which are intended to support or sustain human life, 
prevent impairment of human health, or which present unreasonable 
risks of illness or injury for which general controls and special controls 
are insufficient to ensure safety and efficacy.50  Devices reclassified 
from Class III into Class I or Class II may be marketed and used as 
predicates for future Premarket Notification 510(k) applications.51 

Class III devices must undergo the FDA’s most rigorous level of 
review: Premarket Approval.52  Premarket Approval requires the 
manufacturer or other applicant to establish sufficient, valid scientific 
evidence regarding the safety and efficacy of the device for its intended 
use.53  A Premarket Approval application consists of both 
administrative and technical elements, the latter of which is generally 
divided into non-clinical laboratory studies and clinical investigations.54  
Non-clinical laboratory studies must adhere to regulatory guidelines and 
include information on microbiology, toxicology, immunology, 
biocompatibility, stress, wear, shelf life, and other laboratory or animal 
tests.55  Medical device clinical investigations are also subject to 
guidelines surrounding study protocols and require data reports on 
safety and effectiveness, adverse reactions and complications, device 
failures and replacements, patient information and complaints, 
tabulations of data from all individual subjects, results of statistical 

 
47 Id.  
48 Premarket Notification 510(k), supra note 45. 
49 FDA Registered, Cleared, Approved: What’s the Difference?, supra note 33. 
50 Regulatory Controls, supra note 38. The FDA automatically assigns these non-

Preamendment Devices to Class III; however, manufacturers may petition to have 
such a device reclassified under Class I or II. De Novo Classification Request, FDA 
(Nov. 20, 2019) https://www.fda.gov/medical-devices/premarket-submissions/de-
novo-classification-request. 

51 Id. 
52 Premarket Approval (PMA), FDA (May 16, 2019), https://www.fda.gov/ 

medical-devices/premarket-submissions/premarket-approval-pma. 
53 Id. 
54 Id. 
55 Id. 
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analyses, and any other pertinent information produced from the 
studies.56 

A device that successfully undergoes the Premarket Approval 
process may be lawfully marketed as “FDA-approved,” but its approval 
extends only so far as the device’s intended use, which is identified in 
the applicant’s submission.57 

D. Insufficient FDA Regulation Fails to Inform and Protect 
Consumers: The Role of Medical Spas, Healthcare Providers, 
and Academics in Medical Aesthetics Deception 

While the FDA’s medical device classification methodology 
appears to be straightforward, commonly conflated nomenclature such 
as “FDA-cleared” and “FDA-approved” quickly undermine the 
system’s simplicity.58  With a misunderstanding of the level of 
regulatory scrutiny that the FDA gives to medical devices, the inherent 
risks that accompany the devices are similarly underappreciated.59  On 
the other hand, achieving even a baseline understanding of the FDA’s 
regulatory processes requires skillful navigation of the FDA’s official 
online resources.  Critical and closely related content on a single topic—
such as Premarket Approval—is scattered across multiple pages, 
forcing information seekers to follow a never-ending trail of 
hyperlinks.60  Above all, the public is harmed by the dichotomy between 
deceptively simple terminology and convoluted regulatory processes. 

Common misuse of the terms “FDA-cleared” and “FDA-approved” 
appearing within media, academic, or medical circles has resulted in 
further confusion among consumers and even interferes with the 
delivery of healthcare.61  For example, a misinformed consumer may 
elect to undergo a procedure involving a device marketed as FDA-
cleared, believing that the clearance process entailed the intensive 
clinical studies and stringent review required for FDA approval, when 

 
56 Id. 
57 Gerald Dorros, FDA Approval Does Not Mean What You Think it Does, 

HUDSON INST. (Aug. 19, 2010), https://www.hudson.org/research/7264-fda-approval-
does-not-mean-what-you-think-it-does-. 

58 See id. The media, the public, and even academics and healthcare providers 
misunderstand the difference between FDA-approved and FDA-cleared. FDA-
approved devices undergo the FDA’s rigorous Premarket Approval Process involving 
both non-clinical laboratory studies and clinical investigations. Premarket Approval 
(PMA), supra note 52. In contrast, FDA-cleared devices undergo the much less 
stringent Premarket Notification 510(k) process which merely requires demonstration 
of substantial equivalence to an existing lawfully marketed device. Premarket 
Notification 510(k), supra note 45. 

59 See Dorros, supra note 57. 
60 Premarket Approval (PMA), supra note 52. 
61 Dorros, supra note 57. 
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the device actually only established substantial equivalence to another 
legally marketed device.62  

Furthermore, whether by accident or willful intent to mislead, 
devices which are FDA-cleared or neither FDA-cleared nor FDA-
approved, are frequently marketed as FDA-approved with no 
ramifications from the agencies responsible for oversight.63  For 
example, in 2012, nonprofit investigative news organization 
FairWarning uncovered widespread illegal marketing of the LipoTron 
3000, a device that was neither FDA-cleared nor FDA-approved.64  
FairWarning not only discovered that physicians and medical spas 
across the country had been marketing the LipoTron 3000 as an 
effective, FDA-approved device for fat loss, but also revealed that the 
FDA had been aware for years without any intervention.65  A medical 
spa in Tampa, Florida, even advertised the technology as “truly the only 
way to reduce fat.”66  Having secured neither FDA clearance nor 
approval, those parties marketing and selling the LipoTron 3000 for fat 
reduction violated federal law.67  However, years after whistleblowers 
alerted the FDA and provided sales records and other pertinent 
documents to an FDA criminal investigator, the FDA had not taken any 
enforcement action against the parties involved.68   

The FDA’s mishandling of the LipoTron 3000 informs how 
cryolipolysis providers engage freely and confidently in dangerous and 
illegal marketing practices.  Zeltiq’s CoolSculpting system, the only 
FDA-cleared cryolipolytic device,69 is often marketed incorrectly as 
FDA-approved by physicians, cosmetic surgery centers, and medical 

 
62 See Elaine Silvestrini, FDA 510(k) Clearance Process, DRUGWATCH (Mar. 15, 

2021), https://www.drugwatch.com/fda/510k-clearance/. See also Premarket 
Notification 510(k), supra note 45 (explaining that FDA-cleared devices undergo a 
more strict review than FDA-approved devices). 

63 E.g., Myron Levin & Stuart Silverstein, Fat-Melting Device a Weighty Matter 
for FDA, FAIRWARNING (July 11, 2012) https://www.fairwarning.org/2012/07/fat-
melting-device-a-weighty-matter-for-fda/ (discussing the illegality of a fat-melting 
device sold and promoted for weight loss without FDA approval). 

64 Id. FairWarning is a nonprofit investigative news organization centered around 
consumer issues and public health. 

65 Id. 
66 Id. 
67 Id. 
68 Id. FairWarning published its discovery more two years after whistleblowers 

alerted the FDA. 
69 Letter from Binita S. Ashar, Dir., Div. of Surgical Devices of Dep’t of Health 

& Hum. Serv’s., to Shruti Jayakumar, Senior Regul. Aff’s. Manager, Zeltiq 
Aesthetics, Inc. (Nov. 21, 2016), https://www.accessdata.fda.gov/cdrh_docs/ 
pdf16/K162050.pdf.  
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spas.  Additionally, it is even described as FDA-approved by academic 
societies, educational institutes, and journal publications.70   

1. Medical Spas 

Medical spas are key providers of CoolSculpting procedures and are 
operated by practitioners from a variety of backgrounds, often with little 
daily oversight from a licensed physician.71  Medical spas and their 
affiliated training institutes or professional organizations, such as the 
American Medical Spa Association (“AMSA”), frequently and 
incorrectly market CoolSculpting or cryolipolysis as FDA-approved 
with no consequences.72 

For example, in December 2017, the AMSA re-posted an article 
next to a large image of the FDA logo on its website, which stated: “The 
FDA has approved CoolSculpting treatment for the appearance of lax 
tissue in conjunction with submental fat, or double chin, treatments.”73  
The same article, originally published online by Modern Aesthetics 
Magazine, later quoted a physician describing Zeltiq’s triumph in 
“secur[ing] the FDA clearance.”74  Modern Aesthetics Magazine, which 
“delivers expert advice on patient care and practice development for 
core aesthetic physicians[,]” is run by two Chief Medical Editors, each 
one a medical doctor (“M.D.”); a medical board of twenty M.D.s; and a 
team of eight contributors consisting of M.D.s and other licensed 

 
70 See, e.g., FDA Approves Zeltiq CoolSculpting, ADVANCED CONCEPTS IN 

PLASTIC SURGERY (Sept. 13, 2010), https://www.drkoneru.com/coolsculpting-works/; 
Which Areas on the Body are FDA-Approved for CoolSculpting?, LEVY 
DERMATOLOGY, https://www.levydermatology.com/blog/which-areas-on-the-body-
are-fda-approved-for-coolsculpting/ (last visited July 30, 2021); CoolSculpting is Now 
FDA Approved to Improve Lax Tissue in Double Chin, AMSPA (Dec. 28, 2017), 
https://www.americanmedspa.org/news/380183/CoolSculpting-is-Now-FDA-
Approved-to-Improve-Lax-Tissue-in-Double-Chin.htm; Nestor Demosthenous, 
Cryolipolysis: A Review of Published Clinical Data, PMFA J. (2016), 
https://www.thepmfajournal.com/features/post/cryolipolysis-a-review-of-published-
clinical-data. 

71 Renee E. Coover, Physician Supervision: Keeping the “Medical” in Medical 
Spas, AMSPA, (Sept. 13, 2018) https://www.americanmedspa.org/blogpost/ 
1633466/309338/Physician-Supervision-Keeping-the-Medical-in-Medical-Spas.  

72 Whitney Kimball, Inside the Wild Medspa Industry, THE OUTLINE (Oct. 17, 
2019, 10:17 AM), https://theoutline.com/post/8106/medspa-lawsuit-laser-facial-
coolsculpting. 

73 CoolSculpting is Now FDA Approved, supra note 70. The American Medical 
Spa Association’s mission is to “provide[] legal, compliance, and business resources 
for medical spas and medical aesthetic practices.” Id. Per the FDA, its logo is for 
official government use and “should not be used to misrepresent the agency or to 
suggest that FDA endorses any private organization, product, or service.” Is It Really 
‘FDA Approved?’, supra note 34 (emphasis added). 

74 CoolSculpting is Now FDA Approved, supra note 70. 
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professionals and academics.75  Despite the level of education and 
amount of experts between Modern Aesthetics Magazine and the 
AMSA, both organizations mistakenly conflate FDA approval and FDA 
clearance on their publicly accessible websites. 

2. Physicians and Professional Associations  

Similarly, reputable professional organizations for physicians, often 
referred to as medical academies, also mislead the public on FDA 
regulations for CoolSculpting.76  The American Academy of 
Dermatology, the American Academy of Cosmetic Surgery, and 
Advanced Dermatology and Cosmetic Surgery are three significant 
networks of medical personnel dedicated to providing education and 
patient safety in medicine, aesthetics, and cosmetic surgery—but all 
three organizations proffer misleading information about 
CoolSculpting.77   

For example, the American Academy of Dermatology states: 
“[w]hen you get non-invasive fat removal, a dermatologist uses either a 
handheld device or injections to destroy fat cells.  The U.S. Food and 
Drug Administration (FDA) has approved several handheld devices for 
this purpose. . . . [The devices] work by sending cold, heat, or sound 
waves directly into the fat cells.”78  This information incorrectly implies 
to consumers that cryolipolysis—and therefore CoolSculpting—has 
been approved by the FDA after stringent clinical review.   

While the American Academy of Dermatology inaccurately 
describes CoolSculpting as an FDA-approved procedure, the American 
Academy of Cosmetic Surgery circumvents the topic of FDA review 
altogether.79  Within its patient resources, the American Academy of 
Cosmetic Surgery simply describes CoolSculpting as a nonsurgical fat 
reduction procedure “us[ing] cold temperatures that shock fat cells,” 

 
75 About Modern Aesthetics, MOD. AESTHETICS, https://modernaesthetics.com/ 

about (last visited June 30, 2021). 
76 Non-Invasive Fat Removal: What Can You Expect?, AM. ACAD. OF 

DERMATOLOGY ASS’N., https://www.aad.org/public/cosmetic/fat-removal/non-
invasive-what-to-expect (last visited June 30, 2021). 

77 See About Us, ADVANCED DERMATOLOGY & COSM. SURGERY, 
https://www.advancedderm.com/about-us (last visited June 30, 2021); About the 
Academy, AM. ACAD. OF DERMATOLOGY ASS’N., https://www.aad.org/about-aad (last 
visited June 30, 2021); About Us, AM. ACAD. OF COSM. SURGERY, 
https://www.cosmeticsurgery.org/page/About (last visited June 30, 2021). 

78 Non-Invasive Fat Removal, supra note 76. 
79 About Us, AM. ACAD. OF COSM. SURGERY, supra note 77. 
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while information regarding risks, adverse effects, and FDA regulation 
is blatantly absent.80   

Finally, Advanced Dermatology and Cosmetic Surgery states that 
CoolSculpting is “[a]pproved to successfully treat many areas of the 
body[.]”81  While avoiding the designation “FDA-approved,” this 
statement still misleads by suggesting that the FDA has approved 
CoolSculpting.  

3. Scholars and Academics  

Since the inception of cryolipolysis in 2008, a surprising amount of 
misinformation concerning the technology has been published in peer-
reviewed journals.82  A brief internet search returns numerous results 
from scholarly journals misdescribing cryolipolysis as an FDA-
approved procedure.83  The academic community’s conflation of FDA 
approval with FDA clearance is particularly concerning because even 
sophisticated consumers—those that seek information from reputable, 
peer-reviewed sources instead of simply relying on medical spa 
advertisements—may be misled into believing that the procedure 
underwent more rigorous review with the FDA than it actually did.84 

For instance, an article published in 2012 by the Journal of the 
American Academy of Dermatology—the “official scientific 
publication of the American Academy of Dermatology . . . [and] the 
specialty’s leading journal”85—describes cryolipolysis as “a 
noninvasive FDA-approved procedure that causes apoptotic fat cell 

 
80 Nonsurgical Fat Reduction, AM. ACAD. OF COSM. SURGERY, 

https://www.cosmeticsurgery.org/page/NonsurgicalFatRedux?&hhsearchterms=%22
coolsculpting%22 (last visited June 30, 2021). 

81 CoolSculpting, ADVANCED DERMATOLOGY & COSM. SURGERY, 
https://www.advancedderm.com/services/cosmetic-dermatology/body-
treatments/body-contouring-tightening/coolsculpting (last visited June 30, 2021). 

82 See, e.g., Otavio Macedo et al., Cryolipolysis Treatment for Subcutaneous Fat 
Layer Reduction, 66 J. AM. ACAD. DERMATOLOGY, Apr. 2012, at AB25, 
https://pubmed.ncbi.nlm.nih.gov/20014262/; Cédric Benoit & Ali Modarressi, Severe 
Frostbite Complication After Cryolipolysis: A Case Report, 25 J. BRITISH ASS’N 
PLASTIC RECONSTRUCTIVE & AESTHETIC SURGEONS 45, 45–46 (Sept. 2020), 
https://www-sciencedirect com.go.libproxy.wakehealth.edu/science/article/pii/ 
S2352587820300218; Sophie Wang et al., An Analysis of Marketing Trends for the 
Approval of Cryolipolysis Devices by the United States Food and Drug 
Administration, JCAD (July 1, 2019), https://jcadonline.com/cryolipolysis-july-
2019/. 

83 See Macedo et al., supra note 82; Benoit & Modarressi, supra note 82, at 45–
46. 

84 See Wang et al., supra note 82. 
85 Aims and Scope, AM. ACAD. OF DERMATOLOGY, https://www.jaad.org/ 

content/aims (last visited June 30, 2021). 
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death, reducing the thickness of the subcutaneous fat layer.”86  More 
recently, the official journal of the British Association of Plastic 
Reconstructive and Aesthetic Surgeons—a leading international 
journal—published a case report on a severe frostbite complication 
from cryolipolysis and stated that cryolipolysis was developed in 2000 
and approved by the FDA in 2009.87  As CoolSculpting has never been 
approved by the FDA, and was not cleared until 2010,88 this case report 
is blatantly inaccurate. 

Consequently, consumers may minimize such adverse cases and 
other potential complications of the procedure because they believe 
cryolipolysis has passed stringent FDA approval standards rather than 
the far less rigorous FDA clearance process.89 

Most inaccurate, and likely most misleading to consumers, is the 
Journal of Clinical and Aesthetic Dermatology’s July 2019 analysis of 
marketing trends for FDA approval of cryolipolytic devices.  The 
methodology, results, and discussion contain incorrect labels and 
descriptions of FDA terms, processes, and databases throughout: 

 
[T]he [FDA] must approve a 510(k) premarket 
submission for manufacturers to retail a device in the 
country.  Approvals are granted once manufacturers 
demonstrate that the device is . . . “substantially 
equivalent[]” to a device already being legally marketed. 
. . . In the present study, we reviewed records from a 
public FDA database for premarket approval of 
cryolipolysis devices occurring between January 1, 
2000, and July 15, 2018. . . . Eleven relevant devices 
received 510(k) premarket approval during the years 
2000 to 2018, with the first approval in 2012. . . . [t]hese 
marketed devices might misinform consumers and 
distort clinical expectations, especially since formal data 
are not required for 510(k) premarket approvals.90 
 

Not only are Premarket Notification 510(k) submissions cleared 
instead of approved upon establishing substantial equivalence, but the 
Premarket Notification 510(k) process is also mislabeled here as 
Premarket Approval, thereby conflating the Premarket Notification 

 
86 Macedo et al., supra note 82. 
87 Benoit & Modarressi, supra note 82, at 46. 
88 Krueger et al., supra note 15. 
89 Angela Chen, What the Apple Watch’s FDA Clearance Actually Means, THE 

VERGE (Sept. 13, 2018, 12:23 PM), https://www.theverge.com/2018/9/13/17855006/ 
apple-watch-series-4-ekg-fda-approved-vs-cleared-meaning-safe. 

90 Wang et al., supra note 82 (emphasis added).  
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510(k) requirements for Class II devices with the significantly more 
rigorous Premarket Approval requirements for Class III devices.91  
Further, the Journal declares that “formal data are not required for 
510(k) premarket approvals.”92  Formal data is required for Premarket 
Approvals, but may not be for the Premarket Notification 510(k) 
process.93 

Additionally, the Journal of Clinical and Aesthetic Dermatology’s 
mention of eleven relevant devices is inaccurate.  The CoolSculpting 
system is the only FDA-cleared device for cryolipolysis, and the FDA’s 
Premarket Notification 510(k) database displays multiple clearances for 
the same CoolSculpting system over time, as Zeltiq continued to 
develop and submit the device for treatment of additional areas of the 
body.94  Moreover, the Journal includes devices utilizing entirely 
different fat reduction technologies in its eleven-cryolipolytic device 
count.95  Specifically, the authors cite Cynosure, LLC’s FDA-cleared 
laser lipolytic device, SculpSure, as a cryolipolytic device; however, 
SculpSure utilizes laser energy to destroy fat cells through controlled 
heating, not freezing.96   

Ultimately, parties with an interest—in many cases, a financial 
interest—in the medical aesthetics industry, including medical spas, 
associations of medical professionals, and academic communities, are 
failing to inform consumers appropriately.  Moreover, the FDA 
provides insufficient protection to consumers against misleading 
marketing of regulated medical aesthetics products and services 
performed in professional settings. 

E. The DIY CoolSculpting Market: Outside of FDA Authority 
but within FTC Authority 

Similar to the LipoTron 3000, which was neither FDA-cleared nor 
FDA-approved, yet marketed as FDA-approved, other fat reduction 
devices are also advertised directly to consumers for use in the home 
environment.  These home-use devices are touted as safe, comparable, 
and cost-effective do-it-yourself (“DIY”) alternatives to in-office 
CoolSculpting procedures, and the number of DIY CoolSculpting 

 
91 Id. 
92 Id. 
93 Overview of Device Regulation, supra note 28 (emphasis added). 
94 510(k) Premarket Notification Database, FDA, https://www.accessdata.fda. 

gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm (search in “Applicant Name” bar for 
“Zeltiq”) (last visited June 30, 2021) (emphasis added). 

95 See Wang et al., supra note 82. 
96 SculpSure: How It Works, CYNOSURE, https://www.sculpsure.com/how-it-

works/ (last visited June 30, 2021). 
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machines marketed directly to consumers is on the rise.97  Notably, the 
FDA’s clearance of the CoolSculpting system is indicated for 
“prescription use” instead of “over-the-counter use,”98 and selling 
CoolSculpting devices directly to consumers for home use is illegal.99  
Yet knock-off, DIY cryolipolytic devices are advertised, sold, and 
easily accessed by consumers looking to destroy unwanted body fat on 
their own.100  

The marketing and sale of these home-use devices101 is alarming and 
dangerous to consumers due to both lack of regulation and potential side 
effects associated with cryolipolysis.  First, because these DIY 
cryolipolytic devices are neither reviewed by nor registered with the 
FDA—and therefore not classified as restricted medical devices within 
the FDA’s purview to regulate advertising—the FTC assumes 
responsibility for policing advertising under the authority of the 
FTCA.102  Secondly, side effects of  Zeltiq’s FDA-cleared 
CoolSculpting device include, but are not limited to: first and second 
degree frostbite; generalized hardness or discrete nodules within the 
treatment area; permanent tissue enlargement; hernia; and extensive 
tissue damage, including fat necrosis.103  These side effects have been 
observed in both clinical studies and commercial use, and many require 
surgical intervention to resolve.104  Moreover, individuals with certain 

 
97 Kristeen Cherney, CoolSculpting at Home: Why It’s a Bad Idea, HEALTHLINE 

(Nov. 30, 2018), https://www.healthline.com/health/coolsculpting-at-home. 
98 Is a New 510(k) Required for a Modification to the Device?, FDA (Oct. 31, 

2017), https://www.fda.gov/medical-devices/premarket-notification-510k/new-510k-
required-modification-device. 

99 Frequently Asked Questions About Home Use Devices, FDA (Feb. 4, 2018), 
https://www.fda.gov/medical-devices/home-use-devices/frequently-asked-questions-
about-home-use-devices. 

100 See, e.g., DIY CoolSculpting: Freezing Fat at Home, ISAVERA, 
https://isavera.com/diy-coolsculpting/ (last visited July 5, 2021); CryoTone Curve, 
INDIEGOGO, https://www.indiegogo.com/projects/cryotone-curve-freeze-your-
stubborn-fat-at-home#/ (last visited July 1, 2021). 

101 See Truth in Advertising, FTC, https://www.ftc.gov/news-events/media-
resources/truth-advertising (last visited Mar. 9, 2021); see also Aditi Jhaveri, Buying 
a Do-it-Yourself Medical Device? Think Again., FTC (Oct. 6, 2015), 
https://www.consumer.ftc.gov/blog/2015/10/buying-do-it-yourself-medical-device-
think-again (discussing the dangers of using devices that have not been FDA-
approved). Home-use cryolipolysis devices have not been registered with or reviewed 
by the FDA and are therefore marketed illegally in the United States. 

102 Sullivan, supra note 23. 
103 CoolSculpting Full Safety Info, COOLSCULPTING, 

https://www.coolsculpting.com/important-safety-information/ (last visited July 1, 
2021). 

104 Id. 
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blood disorders, autoimmune diseases, or eating disorders should not 
undergo treatment.105  

Given the potential side effects and limiting criteria for eligible 
individuals, cryolipolytic procedures should not—and may not 
legally—be performed by anyone except a licensed professional due to 
the procedure’s inherent health risks.106  Certainly, if harmful side 
effects that often require surgical correction may result from the FDA-
cleared CoolSculpting procedure conducted by licensed professionals, 
DIY cryolipolysis devices are all the more dangerous.  While the FTC 
has warned that these advertised DIY medical “slimming” devices are 
not meant to be used from home and have not been reviewed by or 
registered with the FDA,107 a mere warning is no substitute for 
comprehensive and effective regulation. 

F. DIY CoolSculpting Companies Target Consumers by Using 
Deceptive Advertising Practices  

Though dangerous DIY CoolSculpting devices have existed for 
years, they are increasingly falling into the hands of unwitting 
consumers, as the rise of social media has allowed advertisements for 
these devices to reach consumers directly on their computers, tablets, 
and cellphones.108  Further, the COVID-19 pandemic likely widened the 
opportunity for manufacturers to target consumers as they stayed home 
with no access to trained CoolSculpting providers, but with unfettered 
access to the internet.  Widespread increases in social media usage,109 a 
natural consequence of sheltering in place due to the COVID-19 

 
105 Id. 
106 Alex R. Thiersch, The Legalities of Body Sculpting, AM. MED SPA ASS’N (July 

2, 2019), https://www.americanmedspa.org/blogpost/1633466/327287/The-LegaLitie 
s-of-Body-Sculpting. 

107 Jhaveri, supra note 101 (“[I]t can be dangerous to use equipment that’s 
designed for use by trained professionals.”). 

108 See, e.g., At-Home-Cryolipolysis System Endorsed by Fat Freezer, WALMART, 
https://www.walmart.com/ip/at-Home-Cryolipolysis-System-Endorsed-by-Fat-
Freezer/960130821?wmlspartner=wlpa&selectedSellerId=128219 (last visited July 1, 
2021); EcoFreezer Fat Freezing Belt, GROUPON, https://www.groupon.com/deals/gg-
mp-ecofreezer-fat-freezing-belt-home-cryolipolysis-sculpting-fat-freezing-
device?deal_option=f3189a2d-b9c9-46e3-9a2d-a7b80ea9476d (last visited July 1, 
2021). 

109 Suzin Wold, COVID-19 is Changing How, Why and How Much We’re Using 
Social Media, DIGIT. COMM. 360 (Sept, 16, 2020), https://www.digitalcommerce 
360.com/2020/09/16/covid-19-is-changing-how-why-and-how-much-were-using-
social-media/. 
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pandemic, allowed advertisements for home-use cryolipolytic devices 
to reach consumers on a new level.110 

For example, Isavera and CryoTone are two medical aesthetic 
brands that target consumers through social media advertisements for 
DIY CoolSculpting devices.111  Isavera’s website states multiple times 
that CoolSculpting is FDA-approved and presents its “do-it-yourself 
coolsculpting” device as a similar and cheaper alternative.112  Although 
it disclaims that DIY CoolSculpting is not the same “FDA-approved” 
CoolSculpting treatment, Isavera’s website also states “DIY 
CoolSculpting at home relies on the same basic principles as the FDA-
approved CoolSculpting treatment—applying cold temperatures to the 
treatment area to freeze fat.”113  While Isavera is careful to reiterate that 
DIY methods are not FDA-approved and recommends that anyone 
considering any form of medical treatment should consult a licensed 
physician,114 the company goes to great lengths to innocuously push its 
product as essentially the same—but less expensive—than Zeltiq’s 
CoolSculpting.  In fact, Isavera’s product has not been evaluated by the 
FDA.115   

Similarly, CryoTone strategically compares its product to Zeltiq’s 
FDA-cleared CoolSculpting device, describing the DIY product as 
utilizing a “similar cryolipolysis process [to that] used in cold spa 
clinics.”116  CryoTone selectively cites three different studies—each out 
of context—touting the safety and promising methodology of 
cryolipolysis.117  In reality, however, one quoted study carefully 
mentions that the researchers “are currently still unaware of the long-
term side effects and outcomes of this [cryolipolytic] treatment.”118  The 

 
110 Id. A survey conducted by Digital Commerce 360 reported that 72% of 

respondents indicated that their social media consumption increased during the 
pandemic. Moreover, 82% of the same respondents admitted that social media was the 
most common way they received information about a brand and its product, and 29% 
stated that most of their new purchases resulted from social media discoveries.  

111 Say Hello To A Firm, Toned And Sculpted New Body, ISAVERA, 
https://isavera.com (last visited July 1, 2021); Europe’s Most Advanced Cryolipolysis 
System, CRYOTONE, https://www.cryotonesculpting.com/ (last visited July 1, 2021). 

112 CoolSculpting: The Real Cost of Fat Freezing, ISAVERA, https://isavera.com 
/coolsculpting-cost/ (last visited July 1, 2021). 

113 DIY CoolSculpting: Freezing Fat at Home, ISAVERA, https://isavera.com/diy-
coolsculpting/ (last visited July 1, 2021). 

114 Id. 
115 Id. 
116 CryoTone Curve, supra note 100. 
117 Id. 
118 Michael J. Ingargiola et al., Cryolipolysis for Fat Reduction and Body 

Contouring: Safety and Efficacy of Current Treatment Paradigms, 135 PLASTIC & 
RECONSTRUCTIVE SURGERY 1581, 1582 (2015), https://www.ncbi.nlm.nih.gov/pmc/ 
articles/PMC4444424/. 
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study’s caveat is conveniently omitted from the quote excerpted by 
CryoTone. 

Another study cited by CryoTone states, “[c]ryolipolysis is safe for 
all skin types, with no reported pigmentary changes, and is safe for 
repeated application[,]” but then immediately qualifies this claim by 
disclosing that: 

 
[H]owever, there is a lack of substantial research, with 
current knowledge based only on uncontrolled case 
studies and retrospective practice reviews. . . . More 
randomized, controlled, double-blind studies with a 
sufficient number of subjects and objective 
measurements with high reproducibility are needed to 
evaluate the short-term and long-term efficacy and side 
effects of cryolipolysis.119  
 

Importantly, no study cited by CryoTone reviewed cryolipolysis 
devices sold for home use.120  Finally, after lauding the safety of 
cryolipolytic technology and comparing its product to Zeltiq’s 
CoolSculpting device, CryoTone admits that its product has not been 
evaluated by the FDA.121  
 

*** 
 

Regulatory authority over medical devices, such as Zeltiq’s class II 
CoolSculpting system, is bifurcated ineffectively between the FDA and 
FTC.  Moreover, knock-off cryolipolytic devices intended for home use 
make similar medical claims of eliminating fat but evade FDA review 
altogether, only to slip through the cracks of FTC enforcement of 
truthful advertising practices.  This lax regulatory structure permits 
ceaseless deceptive advertising within the medical aesthetics industry 
and poses significant risks to consumers who have no choice but to 
make ill-informed decisions. 

III. ANALYSIS 

CoolSculpting, as the face of cryolipolysis and the nonsurgical fat 
reduction market, provides an alarming case study into how statutory 

 
119 Krueger et al., supra note 15, at 204. 
120 See Ingargiola et al., supra note 113; Krueger et al., supra note 15; Patricia 

Froes Meyer et al., Effects of Cryolipolysis on Abdominal Adiposity, CASE REPS. IN 
DERMATOLOGICAL MED., Nov. 8, 2016, at 1, https://www.ncbi.nlm.nih.gov/pmc/ 
articles/PMC5118516/. 

121 CryoTone Curve, supra note 100. 



 

2021 CRYO[LIE]POLYSIS 517 

shortcomings, regulatory gaps, and widespread misinformation 
endanger consumers.  The following subsections analyze how the 
FDCA in its current form fails to promote comprehensive and efficient 
FDA regulation of cryolipolytic devices; propose a Congressional 
amendment to Section 352 of the FDCA to tighten the regulatory gap; 
and explore limitations and policy considerations for revising the 
FDCA. 

A. The Federal Statutory Scheme is Insufficient to Protect 
Consumers and Prevent Deception in the Medical Aesthetics 
Industry  

Due to the FDCA’s fragmented delegation of oversight between the 
FDA and the FTC, manufacturers of home-use CoolSculpting devices 
run amuck with false statements, illegal marketing, and dangerous 
consumer practices.   

Splitting authority between the two agencies to police advertising 
has resulted in very little policing altogether.122  Regardless of the 
reasons for the oversight and enforcement gaps left by each agency, the 
FDA’s lack of authority to regulate and enforce advertising for the 
majority of medical devices—including both the bona fide, FDA-
cleared CoolSculpting system and the newer home-use devices—leaves 
the FTC responsible and struggling to establish permanent solutions to 
deceptive advertising in the medical aesthetics industry.   

Currently, for example, the FTC’s guidance is vague and flexible, 
requiring only reasonable truthfulness in advertising:  

 
[W]hen consumers see or hear an advertisement, 
whether it’s on the [i]nternet, radio or television, or 
anywhere else, federal law says that ad must be truthful, 
not misleading, and, when appropriate, backed by 
scientific evidence. . . . The FTC looks especially closely 
at advertising claims that can affect consumers’[s] health 
or their pocketbooks . . . [such as] conduct related to 
high-tech products and the [i]nternet.123 
 

 
122 Bentivoglio et al., The Responsible Corporate Officer Doctrine: Protections 

Are Needed Despite DOJ’s Cautious Approach, UPDATE MAG. (Dec. 2018/ Jan 2019), 
https://www.fdli.org/2018/11/the-responsible-corporate-officer-doctrine-protections-
are-needed-despite-dojs-cautious-approach/. 

123 Truth in Advertising, supra note 101. The FTC provides this guidance on its 
website for its “Truth in Advertising” campaign which is located underneath “Media 
Resources” and described as a part of “selected topics in which the FTC is actively 
engaged.” Media Resources, FTC, https://www.ftc.gov/news-events/media-resources 
(last visited Aug. 17, 2021).  
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While the FTC sends warning letters to companies in violation of 
the FTCA, a significant part of the medical aesthetics industry continues 
to slide by with misleading advertisements for both CoolSculpting and 
the illegal cryolipolysis market.  If advertisements for cryolipolysis 
devices remain unchecked, advertisements for other methods of 
nonsurgical fat reduction such as laser lipolysis, radiofrequency, and 
micro-focused ultrasound—in addition to unrelated services within the 
larger medical aesthetics industry—are likely also underregulated. 

Not only does the FDCA split regulatory authority between the FDA 
and FTC, thereby allowing the two agencies to shirk responsibility in 
regards to deceptive advertising practices, it also fails to hold 
responsible the parties involved in disseminating misinformation about 
medical devices.  For example, the failure to penalize culpable 
physicians and medical spas for misleading and illegal advertising of 
the LipoTron 3000 endangers consumers seeking these services and 
establishes a dangerous precedent of non-enforcement for future 
providers of fat-reduction services.   

In theory, the FDCA does capture the culprit manufacturers 
marketing and selling cryolipolytic devices for home use—those 
proffering fat reduction claims while circumventing FDA review—but 
they are not held accountable to the law.  Moreover, while violation of 
the FDCA should cover healthcare providers and medical spas 
incorrectly advertising CoolSculpting services as FDA-approved, these 
parties have yet to face agency reprimand.  Importantly, Zeltiq, the 
manufacturer of the only FDA-cleared CoolSculpting device, clearly 
and carefully advertises that CoolSculpting is FDA-cleared for the 
treatment of unwanted fat in specific areas of the body, not FDA-
approved.124  Therefore, providers of CoolSculpting services, who 
acquire the device from Zeltiq and then advertise that their practices 
offer “FDA-approved” CoolSculpting, are responsible for 
disseminating misinformation and profiting from consumers making ill-
informed and potentially dangerous treatment decisions. 

Providers of medical services, including medical aesthetics, should 
be held to a higher standard.  Even if providers misrepresent the FDA 
classifications to consumers accidentally instead of willfully, their 
misrepresentation demonstrates a certain lack of care that borders on 
negligence, especially considering that Zeltiq strongly encourages all 

 
124 Uses and Important Safety Info, ALLERGAN, https://www.coolsculpting.com/ 

about-zeltiq/ (last visited July 1, 2021). FDA-cleared treatment areas include: the 
regions under the chin, jawline, and buttocks; areas where bra fat and back fat 
accumulate; thigh; abdomen; flank; and upper arm. 
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providers that purchase the CoolSculpting system to undergo intensive 
training and certification.125 

Unfortunately, deceptive advertising for CoolSculpting and DIY 
cryolipolytic devices is not a new problem.  CoolSculpting has existed 
for years, as have incorrect advertisements and knock-off cryolipolysis 
devices.  Due to the rapid growth of the medical aesthetics industry, 
now is the time to bring these problems to light and demand solutions.  
In 2018, the medical aesthetics industry performed 623,000 body 
sculpting procedures in the United States, including cryolipolysis, laser 
lipolysis, radiofrequency, and micro-focused ultrasound, among 
others.126  In 2019, the year prior to the onset of the COVID-19 
pandemic, total body sculpting procedures in the United States 
exceeded one million.127  This means that the demand for cryolipolysis 
and other nonsurgical fat reduction procedures increased over sixty 
percent in one year, even prior to any pandemic-induced body image 
fixations.128 

These numbers cannot be ignored.  Especially in the context of a 
surging consumer demand for nonsurgical fat reduction, the medical 
aesthetics industry cannot be allowed to continue its deceptive 
marketing practices.  Furthermore, the demand statistics should be 
viewed in light of the fact that they represent procedures performed by 
trained professionals, whether in physician offices or medical spas.  The 
data does not speak to the unknown number of procedures performed at 
home using unregulated devices.  

An additional problem is that Americans, influenced by self-
perception or advertisements, may be more likely to seek assistance 
from appealing, glamorous fat reduction treatments that require little 
recovery time.  The fact that Americans are largely concerned about 
finances in the wake of the COVID-19 pandemic only exacerbates the 

 
125 See Paul Vitenas, Jr., Why Choose a Provider Who’s Graduated from 

CoolSculpting University, MIRROR MIRROR BEAUTY BOUTIQUE (Apr. 27, 2017), 
https://www.mirrormirrorhouston.com/blog/choose-provider-whos-graduated-
coolsculpting-university. 

126 ASDS Members Performed More Than 12.5 Million Treatments in 2018, AM. 
SOC’Y FOR DERMATOLOGY SURGERY, https://www.asds.net/skin-experts/news-
room/press-releases/asds-members-performed-more-than-125-million-treatments-in-
2018 (last visited July 1, 2021). 

127 ASDS Members Performed nearly 14 Million Treatments in 2019, AM. SOC’Y 
FOR DERMATOLOGY SURGERY, https://www.asds.net/skin-experts/news-room/press-
releases/asds-members-performed-nearly-14-million-treatments-in-2019 (last visited 
July 1, 2021). 

128 See Keel et al., supra note 2. During the pandemic, college students perceived 
greater changes in body weight then were actually measured. The students also 
indicated higher levels of concern regarding weight and body shape than prior to the 
pandemic. 
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issue.129  CoolSculpting, while potentially safe and effective—at least 
according to short-term studies—may be an attractive option for those 
who can afford it.  Those who cannot afford it, however, may be 
influenced by advertisements for DIY cryolipolytic devices that 
promise the same results as CoolSculpting at a fraction of the cost but 
with none of the regulation.  The medical aesthetics industry is 
untethered and is poised to prey upon the distorted self-perception of 
emotionally and financially vulnerable Americans.  

B. Congress Should Amend the FDCA to Expand the Authority 
of the FDA to Regulate Non-Restricted Class II and Class III 
Medical Devices 

One potential solution to substantially reduce the medical aesthetic 
industry’s misleading advertising is amending Section 352 of the FDCA 
to expand the FDA’s authority to also regulate advertising of non-
restricted Class II and Class III medical devices.  In contrast, Class I 
medical devices, comprising nearly half of all medical devices listed 
with the FDA, and requiring only mere registration with the 
administration, are low-risk enough to merit exclusion from the 
extended regulatory authority for purposes of reducing administrative 
burden.  Revision of the FDCA to include non-restricted Class II and 
Class III medical devices under 21 U.S.C. § 352 would require 
modifying subsections (q) and (r), which currently reads (in relevant 
part): 

 
A drug or device shall be deemed to be misbranded—  
 

(q) Restricted devices using false or 
misleading advertising or used in violation of 
regulations.  In the case of any restricted device 
distributed or offered for sale in any State, if (1) 
its advertising is false or misleading in any 
particular, or (2) it is sold, distributed, or used in 
violation of regulations prescribed under section 
360j(e) of this title. 

 
(r) Restricted devices not carrying requisite 
accompanying statements in advertisements 
and other descriptive printed matter.  In the 

 
129 See, e.g., Greg Iacurci, Nearly 40% of Cash-Strapped Americans Can’t Last a 

Month on Savings, CNBC (Aug. 25, 2020, 9:17 AM), https://www.cnbc.com/ 
2020/08/19/nearly-40percent-of-cash-strapped-americans-cant-last-a-month-on-
savings.html. 
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case of any restricted device distributed or 
offered for sale in any State, unless the 
manufacturer, packer, or distributor thereof 
includes in all advertisement and other 
descriptive printed matter issued or caused to be 
issued by the manufacturer, packer, or distributor 
with respect to that device (1) a true statement of 
the device’s established name as defined in 
subsection (e), printed prominently and in type at 
least half as large as that used for any trade or 
brand name thereof, and (2) a brief statement of 
the intended uses of the device and relevant 
warnings, precautions, side effects, and 
contraindications and, in the case of specific 
devices made subject to a finding by the 
Secretary after notice and opportunity for 
comment that such action is necessary to protect 
the public health, a full description of the 
components of such device or the formula 
showing quantitatively each ingredient of such 
device to the extent required in regulations which 
shall be issued by the Secretary after an 
opportunity for a hearing. . . .130 

 
In its current form, the FDCA authorizes the FDA to regulate 

advertising only for restricted medical devices.131  As a result, the FDA 
cannot regulate or take enforcement actions against illegal advertising 
for Zeltiq’s CoolSculpting system and most other Class II medical 
devices.  However, revising Section 352 of the FDCA could vest the 
FDA with the necessary authority to effectively regulate many devices 
in the medical aesthetics industry.  In relevant part, revised sections (q) 
and (r) of 21 U.S.C. § 352 might read (emphasis added): 
 

A drug or device shall be deemed to be misbranded—  
 
(q) Class II and Class III devices using false or 
misleading advertising or used in violation of 
regulations.  In the case of any Class II or Class 
III device distributed or offered for sale in any 
State, if (1) its advertising is false or misleading 
in any particular, or (2) it is sold, distributed, or 

 
130 21 U.S.C. § 352(q), (r). 
131 General Controls for Medical Devices, supra note 21. 
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used in violation of regulations prescribed under 
section 520(e). 

 
(r) Class II and Class III devices not carrying 
requisite accompanying statements in 
advertisements and other descriptive printed 
matter.  In the case of any Class II or Class III 
device distributed or offered for sale in any State, 
unless the manufacturer, packer, or distributor 
thereof includes in all advertisement and other 
descriptive printed matter issued or caused to be 
issued by the manufacturer, packer, or distributor 
with respect to that device (1) a true statement of 
the device’s established name as defined in 
section 502(e), printed prominently and in type 
at least half as large as that used for any trade or 
brand name thereof, and (2) a brief statement of 
the intended uses of the device and relevant 
warnings, precautions, side effects, and 
contraindications and, in the case of specific 
devices made subject to a finding by the 
Secretary after notice and opportunity for 
comment that such action is necessary to protect 
the public health, a full description of the 
components of such device or the formula 
showing quantitatively each ingredient of such 
device to the extent required in regulations which 
shall be issued by the Secretary after an 
opportunity for a hearing…. 

 
While the above proposed revisions to Section 352 of the FDCA are 

not a complete solution to extinguishing deceptive advertising in the 
medical aesthetics industry, these or similar modifications would be a 
significant step toward closing the regulatory gap for CoolSculpting and 
other currently underregulated medical devices.  

1. Revising the FDCA Involves Policy Considerations and 
Limitations  

 
A significant policy challenge accompanying the aforementioned 

revisions to the FDCA is ensuring that the law extends to the advertising 
conducted by providers of medical or medical aesthetic services using 
Class II or Class III medical devices—not only device manufacturers—
while avoiding “overly broad” challenges to the statutory language.  
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The intent of the statutory changes is to protect consumers from 
misbranded and misleading advertisements from parties other than 
manufacturers, packers, and distributors, such as the providers from 
which they seek treatment.132  As currently written, the law fails to do 
so, as providers, medical associations, and the academic community 
ubiquitously and incorrectly market or describe CoolSculpting as FDA-
approved with no consequences from the FDA or FTC.  As a result, 
potential consequences are passed on to consumers who assume the 
risks of the procedure.   

A second policy consideration is the U.S. Supreme Court’s 
treatment of the FDCA as a strict liability statute, first in United States 
v. Dotterweich and decades later in United States v. Park.133  Since 
violation of the FDCA can carry criminal penalties, this strict liability 
treatment is no small departure from other laws bearing similar 
punishment.  As a result, revisions of this nature would likely be met 
with pushback from a variety of interested parties, including device 
manufacturers, medical spas, and other providers of medical aesthetic 
supplies and services.  The Park Court, however, captured the essence 
of the FDCA’s purpose:  

 
[T]he requirements of foresight and vigilance imposed 
on responsible corporate agents are . . . no more stringent 
than the public has a right to expect of those who 
voluntarily assume positions of authority in business 
enterprises whose services and products affect the health 
and well-being of the public that supports them.134   

 
In choosing to amend the FDCA, Congress should consider whether this 
strict liability treatment is to extend to parties involved in the 
advertising of Class II or Class III devices, or whether excepting 
language should be incorporated into the statutory revisions. 

In addition to policy considerations, an important limitation of the 
proposed revisions of Sections 352(q) and (r) is that they would only 
address parties advertising registered Class II or Class III devices (FDA-
cleared or FDA-approved medical devices).  DIY CoolSculpting 
devices, including Isavera, CryoTone, and others which the FTC has 
warned consumers against,135 remain untouched by the FDA because 
their products are not registered with the FDA and therefore are not 
labeled as Class II or Class III devices.  Ultimately, the FTC will remain 
in charge of policing advertising practices for these DIY devices, an 

 
132 See id.  
133 United States v. Dotterweich, 320 U.S. 277, 280–81 (1943). 
134 United States v. Park, 421 U.S. 658, 672 (1975). 
135 Jhaveri, et al., supra note 101. 
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obligation that the agency currently fails to meet using its available 
resources.136  Addressing the resource needs of the FTC to ensure 
effective oversight of the DIY CoolSculpting market is a separate issue, 
yet one that is still important to correcting the overall landscape of 
deceptive marketing in the medical aesthetics industry.  Revising the 
FDCA as proposed would be a critical improvement over the currently 
lax regulatory state by protecting consumers receiving products or 
services involving registered Class II and Class III medical devices. 

Additionally, the proposed FDCA revisions cannot fix the 
boundless world of the open internet—nor should it—whereby 
consumers may come upon a wealth of misinformation from blogs, 
reputable physician-run organizations, or even peer-reviewed scholarly 
articles published in prestigious journals.  Unfortunately, individuals 
seeking reliable information concerning medical aesthetics should be 
wary of the internet, where a multitude of so-called “experts” 
disseminate grossly inaccurate, misleading, and harmful information 
surrounding safety and efficacy.  Ultimately, the onus is on consumers 
to educate themselves and conduct individual diligence regarding 
cryolipolysis, and consumers utilizing the few reliable online sources—
such as those published by the FDA or FTC—may be easily confounded 
by never-ending hyperlinks and confusing terminology.137 

Beyond consumer self-education, the academic community should 
be held to a higher standard to accurately inform the public.  Many 
scholarly articles detailing cryolipolytic technology and outcome 
studies are written by medical doctors who should know that the 
technology studied and reported on is FDA-cleared, not FDA-approved.  
The same articles with incorrect information are peer-reviewed, likely 
by additional doctors, and still survive the editorial process to advance 
to publication.  A consumer relying on these experts for safety and 
efficacy information is very likely to be misinformed and assume that 
the FDA had in fact approved CoolSculpting.  Ultimately, scholars’ and 
academics’ misunderstanding of cryolipolytic technology and pertinent 
FDA regulations endangers consumers by incorrectly reporting that 
these cryolipolytic devices have survived the highest level of FDA 
scrutiny. 

 
136 See, e.g., FED. TRADE COMM’N, STRATEGIC PLAN FOR FISCAL YEARS 2018 TO 

2022 (Feb. 12, 2018), https://www.ftc.gov/system/files/documents/reports/2018-
2022-strategic-plan/ftc_fy18-22_strategic_plan.pdf.; Fiscal Year 2021 Congressional 
Budget Justification, FTC (Feb. 10, 2020), https://www.ftc.gov/system/files/docume 
nts/reports/fy-2021-congressional-budget-justification/fy_2021_cbj_final.pdf 
[hereinafter Federal Trade Commission]. Resources are an ongoing challenge for the 
FTC, which operates with just over one thousand employees and an annual budget of 
approximately $330 million. 

137 See, e.g., Premarket Approval (PMA), supra note 52. 
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2. Less Statutory Oversight for the FTC  
 
Expanding the FDA’s authority to regulate and enforce truthful 

advertising in the medical device industry also provides guidance for 
defining the FTC’s role in regulating medical device advertising.  Yet 
revising the FDCA to expand the FDA’s authority may create a wrinkle: 
the FDA and FTC would have overlapping authority to police Class II 
and Class III devices.  The FDA and FTC, currently sharing regulatory 
authority but bearing different responsibilities, already collectively fail 
to prevent misleading advertisements from reaching consumers.  If the 
FDCA revisions result in overlapping responsibilities between the 
agencies, consumers may continue to be exposed to underregulated and 
misleading advertisements if each agency continues underperforming 
its respective duties.  

Thus, revisions of the FDCA should account for the fact that the 
FDA will oversee advertising for the Class II and Class III devices it 
clears or approves, and the FTC will oversee advertising for all other 
medical devices not under the FDA’s expanded authority.  This would 
ensure no overlap of authority between the two agencies.  Moreover, 
allowing the FTC to narrow its focus may result in more effective 
enforcement of medical device advertising.  While these proposed 
revisions may free up some of the FTC’s limited resources,138 Congress 
must still be clear in its delegation of authority so the agencies 
understand and effectively carry out their separate responsibilities.  
Additionally, unanticipated revisions to the FDCA or the FTCA may be 
required during the process, and the above proposed revision does not 
solve other intra-agency issues, such as funding and staffing.139  The 
ultimate goal, however reached, is to maximize the benefits of the 
FDA’s initial regulation of medical devices.  As the entity authorized to 
review and regulate devices that become FDA-registered, cleared, or 
approved, the FDA has the requisite breadth of knowledge needed to 
effectively oversee advertisements for these devices.  Revising Section 
352 as proposed may not solve every problem, but it would be a 
significant step in the right direction for closing regulatory gaps around 
deceptive medical advertising practices. 

IV. CONCLUSION 

As evidenced by FairWarning’s exposé of the LipoTron 3000, the 
FDA and FTC’s current actions fail to protect consumers from 
deceptive advertising in the medical aesthetics industry.  Consumers are 

 
138 See id. 
139 See Federal Trade Commission, supra note 136. 
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fixated more than ever on their physical appearances, especially in the 
wake of the COVID-19 pandemic.  Furthermore, the public has been 
increasingly exposed to harmful, misleading, and incorrect information 
about FDA classification of cryolipolytic devices, whether by providers 
of services or from companies that market knock-off home-use 
machines.  Although cryolipolytic technology and its misleading 
advertisements are not new problems, it is imperative that Congress, the 
FDA, and the FTC address them now.   

Revising Section 352 of the FDCA to expand and clearly delineate 
the FDA’s authority to regulate advertising for Class II and Class III 
medical devices is a potential solution to eliminate deceptive marketing 
practices.  Giving the FDA authority to police misleading 
advertisements of Class II and Class III devices is a logical first step 
because the regulation and classification of the devices begins with the 
FDA.  Consequently, the FTC’s regulatory authority within the medical 
device industry should be reduced to oversight of the illegal marketing 
of knock-off home-use cryolipolysis devices.  Clear delegation of this 
authority between the FDA and FTC is critical to protecting consumers 
from further deceptive advertising for inherently risky cosmetic 
procedures.   


