
12 PRACTICAL DERMATOLOGY  MAY 2015

NEWSVolume 12, No. 5 • May 2015

F
DA last month approved Kybella (Kythera), a first-
in-class injectable agent indicated for improvement 
in the appearance of moderate to severe convexity 
or fullness associated with submental fat in adults. 

It is administered into the fat under the chin, an area that 
has proven elusive even as the non-invasive injectable and 
device landscape has expanded in recent years. 

In Phase III studies, 68.2 percent of patients responded 
to Kybella based on a composite of validated physician and 
patient measurements. According to Modern Aesthetics® 
magazine’s Co-Chief Medical Editor Heidi Waldorf, MD, 
the approval of Kybella is credit to both its compelling trial 
data as well as its novelty in the field. “What’s very exciting 
about Kybella is that it is not only just another tool in our 
toolbox, but a brand new tool,” says Dr. Waldorf. “It fills a 
niche and need that we haven’t been able to fill in a non-
invasive way,” she continues.

According to Practical Dermatology® magzine’s Chief 
Cosmetic Surgery Editor, Joel Schlessinger, MD, submen-
tal fat is a rapidly expanding area akin to eye lashes when 
Latisse came onto the market several years ago for eye 
lashes. “Whenever you see in a new introduction in an area 
with significant potential, there is a greater opportunity to 
spur business and awareness both at the same time,” says 
Dr. Schlessinger. What makes Kybella stand out even more 
is that it represents a whole new area, says Dr. Schlessinger. 
“It will dramatically revolutionize the treatment of chin fat 
and has potential to bring new patients to aesthetics prac-
tices and potentially re-activate old patients, as well.” 

In the last 10 to 15 years, advancements in the facial 
aesthetics arena have emerged at such a rapid pace. But 
according to Dr. Waldorf, these advancements have left 
an even greater void in the area of submental fat. “We are 
able to lift and contour the face with combination of filling 
agents as well as resurfacing and tightening devices, but 
despite their ability to improve the jaw definition, none of 
these modalities have worked for submental fat,” says Dr. 

Waldorf. During this time, demand for effective treatments 
for the chin fat area has skyrocketed, according to Dr. 
Schlessinger. “We did a research trial on patient awareness 
and desire for chin improvements several years ago, and it 
was quite obvious that this is an area where there is a great 
deal of potential,” Dr. Schlessinger notes. Now, with the 
approval of Kybella, Dr. Waldorf observes, “We will be able 
to streamline and slim the chin area to make a much more 
elegant jaw line and neck for both men and women,” says 
Dr. Waldorf. For men, in particular, Dr. Waldorf notes that 
Kybella will be particularly well suited. “For men, the upper 
face may not be as much an issue when it comes to aging. 
Men can look hollow and not look tired and old. And yet, 
changes to the lower face and jaw line can have a signifi-
cant impact,” she says. 

In addition to compelling physician reported response, 
clinical trial data indicated that patients treated with 
Kybella also reported an improvement in the amount of 
fat in the area under the chin. Moreover, patients reported 
improvement in the emotional impact of submental fat 
when asked how happy, bothered, self-conscious, embar-
rassed, old and overweight they felt following treatment in 
relation to the amount of their submental fat. 

Dr. Waldorf adds that in addition to these benefits, the 
procedure itself is relatively undemanding for patients. 
“In an office setting without any sedation, the patient can 
go right back to work,” says Dr. Waldorf. Additionally, it’s 
worth noting that depending on how much fat there is 
to dissolve, multiple treatments may be required, says Dr. 
Waldorf. Thus, “it’s something that can be done gradu-
ally, which will be a boon for patients who don’t want to 
other people to know they’ve ‘had work done’.” Regarding 
adverse events, “There could be some limited downtime 
and minor swelling or bruising, but other than that the 
patient is fully functional,” Dr. Waldorf says. According 
to clinical trial data, the most common adverse reactions 
were associated with the injection site and included swell-
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ing, bruising, pain, numbness, erythema and formation 
of small areas of firmness around the treatment area. A 
majority of these, however, were minor.

Given the fact that Kybella is a first in class agent, a 
learning curve is expected, as with any new product, notes 
Dr. Schlessinger. Moreover, safety is critical. “The most 
important aspect remains the imperative that this product 
not be used inappropriately,” says Dr. Schlessinger. While 
other uses may be explored in the future, Dr. Schlessinger 
emphasizes the importance of using Kybella on-label. “The 
data derived from studies indicate that this product is 
clearly only for the chin area and extrapolating outside this 
area could lead to serious problems,” says Dr. Schlessinger. 
“There is great potential for misuse, and with that come 
errors and complications,” he notes. He recalls the rollout 
of a product called LipoDissolve in the mid-2000s. “There 
was quite a bit of misuse with that product, and it fell 
into untrained hands, including medspas and chiropractic 
offices, and the results were nearly disastrous not only 
for patients but for the procedure,” says Dr. Schlessinger. 
LipoDissolve was subsequently removed from the market.

Dr. Schlessinger emphasizes that Kythera’s model has 
been altogether different, with the company performing 
voluminous research in effort to understand submental fat 

and achieve a synthetic version and mechanism for FDA 
approval. Given previous failures in this realm, Dr. Waldorf 
believes that messaging will be key for the success of this 
and other novel products. “It is essential to make sure 
that patients understand the difference between this FDA 
approved product and the other mixtures that have been 
compounded that people have injected as part of meso-
therapy, as well as other treatments that have had some-
thing of a checkered past,” Dr. Waldorf explains. 

For these reasons, Kybella will have a limited release 
initially to physicians who were investigators and other 
key opinion leader trainers. Kythera has developed a train-
ing program to educate physicians on the safe use of the 
product. Physician faculty education will begin in June 
2015. Then, later this summer, physician training programs 
will commence, with physicians being able to purchase 
Kybella treat their patients after they have been trained. 
“Just as we developed and learned from each other regard-
ing best practices and techniques to improves results and 
decrease discomfort with toxins and fillers, the same is 
true here,” says Dr. Waldorf. “We will have to learn how to 
tailor it to our patients in such a way so that patients get 
optimal experience and minimized downtime,” Dr. Waldorf 
notes. Dr. Schlessinger agrees. “It will take some time to 
achieve an awareness and simply to educate the physicians 
who need to understand what this process involves,” he 
observes.

“Kythera is well on its way to doing a great job visualiz-
ing a need for this product, as well as facilitating novel and 
hopefully effective training process and public relations 
campaign,” says Dr. Schlessinger. “Part of the game-chang-
ing aspect of this approval is that the company has taken 
this product from its inception to FDA approval, and that 
alone is a significant achievement. Not many companies 
have the wherewithal to go the distance,” he says.

AAD Launches New Skin Cancer 
Awareness Initiative

The American Academy of Dermatology (AAD) launched 
a new campaign aimed at increasing awareness for skin 
cancer and screenings. Entitled “Who’s Got Your Back?”, the 
campaign is focused on the importance of applying sun-
screen and examining skin for suspicious spots. While the 
back is a hard area of the body to protect with sunscreen, 
it’s also an important one, since it is the most common loca-
tion for melanoma, according to the AAD. 

According to a recent online survey conducted by the 
AAD, 37 percent of people rarely or never apply sunscreen 
to their back when it’s exposed to the sun, and 43 percent 

rarely or never ask someone else to help them apply sun-
screen to their back. Men are more likely than women to 
rarely or never apply sunscreen to their back and to rarely or 
never ask someone else for help. Men are also twice as likely 
as women to report that they wouldn’t feel comfortable 
asking anyone to apply sunscreen to their back, the results 
indicate. If no one else were around to provide help with 
sunscreen, 14 percent of survey respondents would not take 
any action, like seeking shade or wearing protective clothing, 
to shield their back from the sun.

To emphasize the importance of sun protection on the 
back, the AAD released a “Who’s Got Your Back?” video  
in conjunction with Melanoma Monday, available at  
www.aad.org.



14 PRACTICAL DERMATOLOGY  MAY 2015

NEWS

Merck’s Pembrolizumab 
Demonstrates Positive Results 
in Phase III Study for Advanced 
Melanoma

Results from a Phase III study indicate that the investigational 
agent pembrolizumab (Merck) may increase progression free 
survival rates in patients with unresectable advanced mela-
noma. In the study, pembrolizumab was statistically superior to 
ipilimumab for progression-free survival, overall survival (OS), 
and overall response rate (ORR). Pembrolizumab is a human-
ized monoclonal antibody that blocks the interaction between 
PD-1 and its ligands, PD-L1 and PD-L2. By binding to the 
PD-1 receptor and blocking the interaction with the receptor 
ligands, pembrolizumab releases the PD-1 pathway-mediated 
inhibition of the immune response, including the anti-tumour 
immune response. The results were presented at the American 
Association for Cancer Research (AACR, abstract # CT101), and 

were also published in the New England Journal of Medicine. 
Merck is advancing a broad and fast-growing clinical develop-
ment program for pembrolizumab with more than 85 clinical 
trials – across more than 30 tumour types and more than 
14,000 patients—both as a monotherapy and in combination 
with other therapies.

Topical Anti-Herpes Treatment 
Improves Clinical Symptoms in 
Animal Model

New mice studies show promise for a nanomedicine to 
treat herpes simplex virus. In a study, two agents known 
as nanoviricides® reduced the extent of disease (morbid-
ity) and mortality of the HSV-1 infected animals that were 
treated. These nanoviricides also reduced virus production 
in cell culture. Importantly, topical dermal treatment with 
these nanoviricides led to almost complete (greater than 85 
percent) survival of the infected mice in this animal model 
whereas all untreated animals died of the disease. Further, 
these nanoviricides were superior to topical treatment with 
an acyclovir formulation employed as a positive control. 

The nanoviricides appeared to block the progression of the 
virus infection as observed by a reduction in the progression 
of the spreading of lesions. They also prevented the develop-
ment of scabbing of the herpes virus infected lesions in the 
animal model.  For untreated and sham treated animals, the 
HSV infection progressed from initial redness at the site of 
infection to lesions that progressed on the skin along the 
nerve and internally to ultimately kill the mouse. n

FDA Clears Syneron Candela’s PicoWay Picosecond 
Laser for Treatment of Pigmented Lesions

The FDA cleared Syneron Medical Ltd.’s PicoWay® 
picosecond laser for the treatment of pigmented lesions. 
The PicoWay picosecond laser previously received FDA 
clearance for the removal of tattoos in November 2014 
and was launched in the US late in the fourth quarter 
2014. PicoWay incorporates picosecond (one trillionth 
of a second) pulse duration to generate an ultra-short 
pulse and very high peak power of laser energy on 
the skin. The high energy ultra-short picosecond laser 
pulse creates a strong photo-mechanical impact that 
optimizes fracturing of tattoo ink or pigmentation. The 
Company also announced Health Canada clearance of 
the PicoWay picosecond laser for the treatment of pig-
mented lesions and tattoo removal. 

RXi Pharmaceuticals Receives FDA Orphan Drug 
Designation for Samcyprone for Melanoma

The FDA granted RXi Pharmaceuticals Corporation 
Orphan Drug Designation of its second clinical candidate, 
Samcyprone™, for the treatment of malignant melanoma 
Stage IIb to IV. Samcyprone is a topical formulation of 
diphenylcylcopropenone (DPCP) in clinical development 
for the treatment of warts, alopecia areata and cutaneous 
metastases of melanoma. The mechanism of action for 
treatment cutaneous metastases of melanoma involves 
elicitation of an immune response in the skin that subse-
quently causes destruction of the cutaneous tumor.

FDA ACTIONS

Galderma to Enter Nutraceutical Market 
Galderma entred into the nutraceutical market through the 

acquisition of certain assets of Inneov Group. Relevant Inneov 
products are marketed under the brand names Nutri-Care 
D, Duocap, Densilogy, Densilogy Men, Fermete, Fermete Aox, 
Firmness, Pre-Hyaluron 465, Solar and Sun Sensitivity.

Murad Partners with AAD to Launch  
Shade America Program 

Murad, Inc. partnered with the American Academy of 
Dermatology (AAD) to launch Shade America, a new pro-
gram that will build shade structures in parks and playgrounds 
across America to provide shade from the sun’s harmful rays. 
Through the Shade America program, Murad’s goal is to pro-
vide shade to one million children over the next five years and 
offer sun safety education programs for school-age children.
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