
 

 

 
 

JUVÉDERM® Ultra and JUVÉDERM® Ultra Plus Dermal Filler Fact Sheet 
 
About JUVÉDERM® Ultra and JUVÉDERM® Ultra Plus 
• JUVÉDERM® Ultra and JUVÉDERM® Ultra Plus, approved by the FDA in June 2006, are hyaluronic acid (HA) dermal 

fillers and the only HA dermal fillers FDA-approved to last one year from initial treatment (includes up to two touch 
ups), providing a smooth, long-lasting correction of moderate to severe facial wrinkles and folds.  JUVÉDERM® 
dermal filler is the latest advance in HA dermal filler options from Allergan, Inc. 

 
• JUVÉDERM® is the first and only smooth consistency gel formulation, and the only HA dermal filler developed using 

the proprietary HYLACROSS™ technology, a technologically advanced manufacturing process that results in a 
malleable, smooth gel.  JUVÉDERM® flows easily into the skin and creates a smooth, natural look and feel.   

− All other HA dermal fillers currently on the market have a granular consistency gel.  These granules can be 
seen under 2.4X magnification as opposed to the smooth consistency gel of JUVÉDERM® dermal filler. 

   
• In addition, JUVÉDERM® contains a high concentration of non-animal, cross-linked HA.  This unique attribute 

provides optimal results with a single treatment in the majority of patients and delivers sustained results for up to one 
year. 

 
• JUVÉDERM® dermal filler is biodegradable and has demonstrated its safety and effectiveness in patients of color. 

Studies with JUVÉDERM® demonstrated no increased risk of hyperpigmentation or hypertrophic scarring in patients 
of color.  

 
• JUVÉDERM® Ultra and JUVÉDERM® Ultra Plus can be administered in a smooth-flowing injection, providing 

physicians with a high level of control for individualized, tailored wrinkle treatment and for achieving a smooth and 
natural look. 

 
• The U.S. Food and Drug Administration (FDA) approved the following formulations of JUVÉDERM®, providing 

physicians with the flexibility to tailor each treatment to the particular needs of the patient. Product formulations 
include:  

− JUVÉDERM® Ultra, a highly cross-linked formulation for more versatility in contouring and volumizing of facial 
wrinkles and folds  

− JUVÉDERM® Ultra Plus, a more highly cross-linked robust formulation for volumizing and correction of 
deeper folds and wrinkles 

 
How JUVÉDERM® Works 
• The key component in JUVÉDERM®, hyaluronic acid, is a naturally occurring, biodegradable complex sugar found in 

the human body and in all mammals.  Among other things, hyaluronic acid hydrates the skin and adds volume, 
contributing to the overall appearance of the skin.  

 

Please see page 3 for important JUVÉDERM® safety information 

 



 

 

 

• The ability of cells to produce hyaluronic acid diminishes with age, often resulting in the formation of facial wrinkles 
and folds as the skin loses volume.  JUVÉDERM® is administered in small doses by intradermal injection directly into 
moderate to severe facial wrinkles and folds, such as nasolabial folds (the “parentheses” along the side of the nose 
and mouth), temporarily filling and augmenting the treated area.  

 
• JUVÉDERM® Ultra and JUVÉDERM® Ultra Plus should only be administered by a trained and qualified health care 

provider.  Further product and patient risk information is available by visiting www.Juvederm.com.  
 
JUVÉDERM® and the ALLERGAN® Facial Aesthetics Portfolio of Products 
• Physicians often will use multiple products, depending upon the patients’ needs.  
 
• With nearly 60 years of experience providing high-quality, science-based products, Allergan, Inc.’s Facial Aesthetics 

Portfolio of Products includes: BOTOX® Cosmetic (onabotulinumtoxinA); JUVÉDERM® hyaluronic acid dermal filler; 
and physician-dispensed products such as PREVAGE® MD anti-aging treatment, which contains idebenone, the most 
powerful antioxidant available in a skin care product today; VIVITÉ®, the only luxury physician-dispensed skin care 
regimen that works through GLX Technology™ to help renew skin and enhance the skin’s natural production of 
hyaluronic acid; and most recently LATISSE® (bimatoprost ophthalmic solution) 0.03%, the first and only prescription 
treatment for hypotrichosis used to grow eyelashes, making them longer, thicker and darker.  Eyelash hypotrichosis is 
another name for having inadequate or not enough eyelashes. (Please see page 4 for important LATISSE® safety 
information) 

 
BOTOX® Cosmetic (onabotulinumtoxinA) 
• BOTOX® Cosmetic, approved by the FDA in 2002, is a prescription medicine that is injected into muscles and used to 

improve the look of moderate to severe frown lines between the eyebrows (glabellar lines) in adults younger than 65 
years of age for a short period of time (temporary).  BOTOX® Cosmetic works differently – by temporarily reducing the 
muscle activity of the dominant frown muscles between the eyebrows (the glabellar area).  This allows the two vertical 
lines between the brows, often referred to as the “11,” to temporarily diminish in appearance.   

 
 
IMPORTANT BOTOX® COSMETIC SAFETY 
INFORMATION 
 
BOTOX® Cosmetic may cause serious side effects 
that can be life threatening. Call your doctor or get 
medical help right away if you have any of these 
problems after treatment with BOTOX® Cosmetic: 
 
• Problems swallowing, speaking, or breathing. 

These problems can happen hours to weeks 
after an injection of BOTOX® Cosmetic usually 
because the muscles that you use to breathe and 
swallow can become weak after the injection. Death 
can happen as a complication if you have severe 
problems with swallowing or breathing after 
treatment with BOTOX® Cosmetic.  

 
• Swallowing problems may last for several months.  

People who already have swallowing or breathing 
problems before receiving BOTOX® Cosmetic have 
the highest risk of getting these problems. 

 
 

 
• Spread of toxin effects. In some cases, the effect 

of botulinum toxin may affect areas of the body away 
from the injection site and cause symptoms of a  
serious condition called botulism. The symptoms of 
botulism include: loss of strength and muscle 
weakness all over the body, double vision, blurred 
vision and drooping eyelids, hoarseness or change 
or loss of voice (dysphonia), trouble saying words 
clearly (dysarthria), loss of bladder control, trouble 
breathing, trouble swallowing. 

 
These symptoms can happen hours to weeks after you 
receive an injection of BOTOX® Cosmetic. 
 
These problems could make it unsafe for you to drive a 
car or do other dangerous activities. See "What should I 
avoid while receiving BOTOX® Cosmetic" in Medication 
Guide. 
 
Please see next page for additional Important Safety 
Information. 
 

http://www.juvederm.com/


 

 

 

IMPORTANT BOTOX® COSMETIC SAFETY 
INFORMATION (continued) 
 
There has not been a confirmed serious case of spread 
of toxin effect away from the injection site when 
BOTOX® has been used at the recommended dose to 
treat severe underarm sweating, blepharospasm, or 
strabismus, or when BOTOX® Cosmetic has been used 
at the recommended dose to treat frown lines. 
 
Tell your doctor about all your medical conditions, 
including if you have: a disease that affects your 
muscles and nerves (such as amyotrophic lateral 
sclerosis [ALS or Lou Gehrig's disease], myasthenia 
gravis or Lambert-Eaton syndrome).  
 
Tell your doctor about all the medicines you take, 
including prescription and nonprescription medicines, 
vitamins and herbal products.  
 
BOTOX® Cosmetic (onabotulinumtoxinA) can cause 
serious side effects.  Other side effects of BOTOX® 
Cosmetic include: dry mouth, discomfort or pain at the 
injection site, tiredness, headache, neck pain, and eye 
problems: double vision, blurred vision, decreased 
eyesight, drooping eyelids, swelling of your eyelids, and 
dry eyes. Symptoms of an allergic reaction to BOTOX® 
Cosmetic may include: itching, rash, red itchy welts, 
wheezing, asthma symptoms, or dizziness or feeling 
faint. Tell your doctor or get medical help right away if 
you are wheezing or have asthma symptoms, or if you 
become dizzy or faint. 
 
Tell your doctor if you have any side effect that bothers 
you or that does not go away. 
 
These are not all the possible side effects of BOTOX® 
Cosmetic. For more information, ask your doctor or 
pharmacist.  
 
For additional information refer to Medication Guide.  
This Medication Guide summarizes the most important 
information about BOTOX® Cosmetic. If you would like 
more information, talk with your doctor.  
  
Please see the accompanying full Product 
Information, including Medication Guide, for 
BOTOX® Cosmetic. 
 
 
A Brief Description of Relevant Indications for Use, 
Contraindications, Warnings, Precautions, and 
Adverse Events for JUVÉDERM® Injectable Gel  
 
Indication: In the United States, JUVÉDERM® injectable 
gel is indicated for correction of moderate to severe 
facial wrinkles and folds (such as nasolabial folds). 
 

Contraindications: JUVÉDERM® injectable gel should 
not be used in patients who have severe allergies 
marked by a history of anaphylaxis or history or 
presence of multiple severe allergies. JUVÉDERM® 
injectable gel should not be used in patients with a 
history of allergies to Gram-positive bacterial proteins. 
 
Warnings: JUVÉDERM® injectable gel should not be 
injected into blood vessels. If there is an active 
inflammatory process or infection at specific injection 
sites, treatment should be deferred until the underlying 
process is controlled. 
 
Precautions: The safety of JUVÉDERM® injectable gel 
for use during pregnancy, in breastfeeding females, or in 
patients under 18 years has not been established. The 
safety and effectiveness of JUVÉDERM® injectable gel 
for the treatment of areas other than facial wrinkles and 
folds (such as lips) have not been established in 
controlled clinical studies. Patients who are using 
substances that can prolong bleeding, such as aspirin or 
ibuprofen, as with any injection, may experience 
increased bruising or bleeding at injection site. Patients 
should inform their physician before treatment if they are 
using these types of substances. As with all skin-
injection procedures, there is a risk of infection. 
JUVÉDERM® injectable gel should be used with caution 
in patients on immunosuppressive therapy, or therapy 
used to decrease the body’s immune response, as there 
may be an increased risk of infection. The safety of 
JUVÉDERM® injectable gel in patients with a history of 
excessive scarring (e.g., hypertrophic scarring and 
keloid formations) and pigmentation disorders has not 
been studied. If laser treatment, chemical peel, or any 
other procedure based on active dermal response is 
considered after treatment with JUVÉDERM® injectable 
gel, or if JUVÉDERM® injectable gel is administered 
before the skin has healed completely after such a 
procedure, there is a possible risk of an inflammatory 
reaction at the treatment site.  
 
Adverse events: The most commonly reported side 
effects are temporary injection-site redness, swelling, 
pain/tenderness, firmness, lumps/bumps, and bruising. 
Most side effects are mild or moderate in nature, and 
their duration is short lasting (7 days or less). 
 
Important: For full safety information, please visit 
www.JUVEDERM.com or call Allergan Product Support 
at 1-877-345-5372. 
 
CAUTION: This device is restricted to sale by or on the 
order of a physician. 
 
 
 
 
 
 

http://www.juvederm.com/


 

 

 

Important LATISSE® Information 
 
LATISSE® solution is a prescription treatment for 
hypotrichosis used to grow eyelashes, making them 
longer, thicker and darker. 
  
Eyelash hypotrichosis is another name for having 
inadequate or not enough eyelashes. 
 
Important LATISSE® Safety Information 
 
If you are using prescription products for lowering eye 
pressure or have a history of eye pressure problems, 
only use LATISSE® under close doctor supervision.  
  
May cause eyelid skin darkening which may be 
reversible, and there is a potential for increased brown 
iris pigmentation which is likely to be permanent.   

There is a potential for hair growth to occur in areas 
where LATISSE® solution comes in repeated contact 
with skin surfaces. 
 
If you develop or experience any eye problems or have 
eye surgery, consult your doctor immediately about 
continued use of LATISSE®. 
  
The most common side effects after using LATISSE® 
solution are an itching sensation in the eyes and/or eye 
redness. 
 
For more information on LATISSE®, please refer to 
accompanying prescribing information or visit 
www.LATISSE.com and www.allergan.com.

 
 
For further information please contact Allergan, Inc.: 
Caroline Van Hove: 714-246-5134  
Kellie Reagan:  714-246-2278 
Heather Katt:  714-246-6224 
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