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U.S. Food and Drug Administration
Protecling and Promoting Yoor Health

Adverse Events Associated
with Use of Enhancement
Medical's "Expression”
Intranasal Splint as a Dermal
Filler

Date lssued: August 5, 2014
Audiences:

= Consumers congidering a procedure using a dermal Sifler {also known as a "wrinkle
filler™ or "soft fissue filler”)

= Heaith care providers who are licensed to ingact dermal fillers

 Professional socielies with a focus on augmentation and reconstruction related
medical procaduras

Specialties: Dermatobogists, Plastic Surgeons, Dentists, Nurses, Physician
Assistants, Cerdified Medical Assistants, Asstheticians

Product:

Expression, manufastured by Enhancement Medical LLC, is listed with the FDA as an
intranasal splint, and is intendad 1o minimize bieeding and swelling and to prevent
adhesions (sticking together) batween the septum and the nasal cavity. Intranasal
splints are placad in the nasal cavity afler sungery or frauma and are usually
constructed from plastic. silicone, or absorbent material

Expression consists of hyaluronic acid that is packaged in a syringe. When used as
an intranasal splint the hyalurenic acd gel funclions as a protective lubricating gei, 2
uze that presents fow risk to patients.  FDA has received reports of Expression being
usad 235 3 demmal filler to fill in wrinkles on the face. Expression has not been
approved for this use. Other desvices approved for this use as dermal are class Il
desices, meaning {hey pose a higher rizk to patent safety.

Purpose:

The FDA has become aware of adverse evenis associgted with the unapproved use
of the Expression product as a dermal filler. The FDA has not approved this product
for use as a dermal filler and recommends that healih care providers slop using
Expression by Enhancement Medical LLC as & subcutansousty administered
subsianca.

Summary of Problem and Scope:

The FDA has become aware of adverse events essociated with the use of Expression
{atsn known as Expression Injectable) a5 2 dermal filler. Thase evenls have included
zwelling, tenderness, firmness, lumps, bumps. bruising, pain, redness, discoleration,
itching, and the development of hard nodukes.

The FD& has receivad a report of a patient developing firm masses in the face affer
being injected with the Expression product, which was used as a darmal filler. An
atempt was made fo dissolve the masses, but the report notes that the patient was
left with an “ebvious deformity.”

Although Expression contains components simitar to FDA-approved dermal fillers, ail
FD#-approved injectable dermal fillers are class 11l (high-risk) medical devicas and
manufacturers are required to submit & premarket application, that includes clinical
data supporting safety and effectivensss, for the FDA's review prior to marketing the
dermal filler inthe United States. The FDA has nof received or raviewad dala on the
safiety and effectiveness of Expression for use as a demal filler. While the adverse
events reporied appear similar to those that may arse from injection with FDA-
approved demmal fillers, without reviewing clinical data supporting the safety and
effiectiveness the cannot not fully understand the nature. severily, or rate of
oocurmence of adverse events associated with Expression and has no assurance of
this product’s safaly or effectiveness when used as a dermal filler,

For the ressons noted above the FDA recommends health care providers stop
using Expression as a dermal filler.

http://'www.fda gov/MedicalDevices/Safety/AlertsandNotices/uem407900 htm?source=g... 8/6/2014
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Recommendations:

For Pegple Undergoing Procedures that Use Dermal Fillers:

= Oinly receive dermal filler injections from a lcensed health care provider,

« Ak your health care provider if the dermal filler they are using is FDA-approved
{MedicalDevices/ProductsandMedicalProceduras/Cosmetic DevicesWrinkleFillers/uem237749 htm}

and approprizie for (e procedure you are undargoing.

» Dizcuss the possibility of adverse reacions to dermal fillars with your health care
prowider.

= If you received a dermal filler injection and are expenencing adverse evenis {ie.,
swelling, tendermess, firmness, lumps, bumps, bruising, pain, redness,
discoloration, ifching, and the development of hard nodules), contact your haakh
care providar.

= If you hawe alraady received treatment with Expression as a dermal filler, discuss
appropriate monitoring with your heaith care provider,

For Health Care Providers:

» Discontinua use of Expression from Enhancement Medical 25 2 dermal fifler.
= When choosing a dermal filler, use the izt of FDA-approved fillers
{MedicalDevices/ProductsandMedicalProceduresiCosmeticDevicesMirinkisFillersincm22TT43. him).

= If you are aware of a pafient who has received treatment with Expression as a
dermal filler, maonitar them for adverse events and rafer them for corrective
treatment when appropriate,

+ If you become aware of a patient experiencing an adverse evenl related to the use
of Expression, please report the event to the FDA
(htip:ihwww. fda.gov/SafetyiMedWatch/HowToReport/default. htm).

FD& Activities:

The FOA issued a warning letter to Enhancement Medical LLC

{ICECVEnforcementActions/Marmingl etters/#014/ucm400813.htm) on Juns 4,
2014, advising the company of multiple gualty syslem, comection/removal, and

medical device reporting violations that were reveated during an inspection.

Reporting Problems to the FDA:

Promgt reporting of adwarse events can help the FDA Identify and better understand
the risks sssociated with madical devices.

If you suspect or experience & problem with Expressions from Enhancement Madics
LLC. we encourage you to file & volunfary report through MedWatch, the

hitp:ivwoanw. fda.gow!/Sa iMedWatch/HowToReport/default. htm|FDA Safe
Information an nt Reportin ram

(http:iwww. fda.goviSafety/MedWatchHowToReportidefault. htm). Health care

personnel employed by facilities that are subject fo EDA's user facility reporting
Murmmeggs

sgulationandGuidance/Postmarket
smu-n f&llaw thre repc-rhng prcceciures established by their facilities.

Contact Information:

If you hawve guestions about this communication. please contact the Division of
Industry Communication and Education (DICE) at DICE@FDA.HHS.GOV
(malito:DICE®FDA HHS GOV), 800-638-2041. or 301-785-7100.

Cther Rasources

» FDA-Approved Dermal Flllers
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