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Clarity for Consumers On Botox® Complication and Death Reports
Month, xx, 200X. City, state.  The Physicians Coalition for Injectable Safety offers consumers clarity on on the safety of Botox® for cosmetic injections following reports that Public Citizen has requested the FDA require a stronger black box warning for the drug.  Botox® has 6 FDA label approvals including cosmetic indications to treat facial expression lines caused by the contraction of facial muscles, and clinical applications to treat neuromuscular disorders such as cervical dystonia and cerebral palsy.

This report should not alarm the cosmetic patient who has been injected with Botox.  The report is focused on cases where Botox was injected for medical indications, for which dosing is often ten-fold the number of intramuscular units injected to treat the cosmetic patient. A typical dose to treat the glabella, or furrows between the brows consists of 20 to 35 iu’s (intramuscular units), whereas a patient treated for a neuromuscular disorder may receive 200 or more units.

A 2007 survey* of Coalition member physicians reveals the following related to complications seen from cosmetic injectables:

· 45% report complications seen resulting from an injectable administered by an unqualified provider

· 35% report complications seen resulting from an injectable administered in a non-medical setting

· 32% report complications seen resulting from an unknown substance

<<INSERT PHYSICIAN QUOTE RELATED TO SURVEY FINDINGS>> SUGGESTED LANGUAGE:
“FDA approved cosmetic injectables, including Botox, have a very safe track record with predictable outcomes in treating aging conditions of the face,” says FIRSTNAME LASTNAME, MD, TITLE, CITY STATE. “Consumer should not be alarmed by the request of Public Citizen, but must put this report into perspective.  The greatest warning we can offer consumers is to choose a physician carefully, question the authenticity of the injectable, and pay close attention to the potential complications which should always be thoroughly defined by the doctor during the informed consent process.”


The Coalition offers consumers these very simple questions to ask before considering any cosmetic injectable procedure:

· Doctor:  Is this treatment being recommended by a qualified doctor who regularly treats similar conditions, in an appropriately licensed and equipped medical facility?

· Brand: Is the injectable recommended approved by the U.S. FDA for cosmetic indications and is it appropriately labeled and packaged to reflect its authenticity and approval?

· Safety: Have the proper procedures been followed?  The physician has evaluated conditions, recommended treatment, offered alternatives and clearly defined the potential outcomes including any complications.

<<INSERT PHYSICIAN QUOTE >> SUGGESTED LANGUAGE: “Patients bear some responsibility for their own safety by making educated choices,” adds Dr. LASTNAME.  

To learn specifics about the FDA approved brands of cosmetic injectables and their benefits, the qualification of appropriate injectors and physicians, see video of live appropriately administered injectables, visit www.injectablesafety.org.

* Survey conducted in June/July 2007 represents physicians who are members of the American Society for Aesthetic Plastic Surgery, the American Society of Facial Plastic and Reconstructive Surgery and the American Society of Ophthalmic Plastic and Reconstructive Surgery, with a +/- 3.5% margin of error and a 95% level of confidence.

About Us

The Physicians Coalition for Injectable Safety is an alliance of specialty physician organizations including the American Society for Aesthetic Plastic Surgery, American Academy of Facial Plastic and Reconstructive Surgery, and the American Society of Ophthalmic Plastic and Reconstructive Surgery. The mission of the Coalition is to provide the public with unbiased and necessary information on injectable cosmetic treatments, appropriate injectors and where to safely access cosmetic medical procedures. Our goal is to promote treatment supervised by properly qualified and trained, board-certified doctors and to promote only the use of U.S. FDA-approved, appropriately administered product. More information can be found at www.injectablesafety.org.
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The Physicians Coalition for Injectable Safety is founded by these prestigious organizations:

[image: image2.jpg][image: image3.jpg][image: image4.png])

AMERICAN SOCIETY OF
OPHTHALMIC PLASTIC &
RECONSTRUCTIVE SURGERY





[image: image5.png]FACIAL~
PLASTIC
SURGER

®

AMERICAN ACADEMY OF FACIAL PLASTIC
AND RFCONSTRUCTIVE SURGERY, INC.



[image: image6.jpg]THE AMERICAN SOCIETY FOR
AESTHETIC PLASTIC SURGERY, INC.

The Mark of Distinction
In Cosmetic Plastic Surgery®



