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Trilucent™ Breast Implants

A quote from the CONSENSUS DECLARATION of EQUAM, 

July 6, 2002
<span lang=EN-GB style='font-size:12.0pt;font-family:Arial;mso-bidi-font-family:Miriam; mso-fareast-language:EN-GB'>On 6 July 2002, EQUAM issued its Vth Consensus Declaration, which reads as follows:<o:p></o:p></span>
<span lang=EN-GB style='font-size:12.0pt;font-family:Arial;mso-bidi-font-family:Miriam; mso-fareast-language:EN-GB'><![if !supportEmptyParas]> <![endif]><o:p></o:p></span>
<span lang=EN-GB style='font-size:12.0pt;font-family:Arial;mso-bidi-font-family:Miriam; mso-fareast-language:EN-GB'>EQUAM, the European Committee on Quality Assurance and Medical Devices in Plastic Surgery, is dedicated to the assurance of the safe use of medical devices, technologies and procedures in plastic surgery, and to the guarantee of patients’ safety.<span style="mso-spacerun: yes">  </span>After review and evaluation of current literature and scientific data, EQUAM raises concerns regarding the potentially deleterious use of products, devices and technology, or their application for unintended or unsuitable indications.<span style="mso-spacerun: yes">  </span><o:p></o:p></span>
<span lang=EN-GB style='font-size:12.0pt;font-family:Arial;mso-bidi-font-family:Miriam; mso-fareast-language:EN-GB'><![if !supportEmptyParas]> <![endif]><o:p></o:p></span>
<span lang=EN-GB style='mso-fareast-language:EN-GB'>Breast Implants<o:p></o:p></span>
<span lang=EN-GB style='mso-fareast-language: EN-GB'>1. Soybean Oil-filled Breast Implants (Trilucent TM)<o:p></o:p></span> <span lang=EN-GB style='font-size:12.0pt;font-family:Arial;mso-bidi-font-family:Miriam; mso-fareast-language:EN-GB'><![if !supportEmptyParas]> <![endif]><o:p></o:p></span>
<![if !supportLists]><span lang=EN-GB style='font-size:12.0pt;font-family:Arial;mso-bidi-font-family:Miriam; mso-fareast-language:EN-GB'>A.<span style='font:7.0pt "Times New Roman"'>    </span></span><![endif]><span lang=EN-GB style='font-size:12.0pt;font-family: Arial;mso-bidi-font-family:Miriam;mso-fareast-language:EN-GB'>Recent laboratory findings and evaluation of available data </span><span class=MsoEndnoteReference><span lang=EN-GB style='font-size: 12.0pt;mso-bidi-font-size:12.5pt;font-family:Arial;mso-bidi-font-family:Miriam'><span style='mso-special-character:footnote'><![if !supportFootnotes]>[1]<![endif]></span></span></span>,<span lang=EN-GB style='font-size:12.0pt;font-family:Arial;mso-bidi-font-family:Miriam; mso-fareast-language:EN-GB'> [Addendum I], indicate the presence of potentially hazardous components in the breakdown products of soybean oil filler</span><span lang=EN-GB style='font-family:Arial; mso-bidi-font-family:Miriam'> <span style='mso-special-character:footnote'><![if !supportFootnotes]>[2]<![endif]></span>,</span><span lang=EN-GB style='font-size:12.0pt;font-family:Arial;mso-bidi-font-family:Miriam; mso-fareast-language:EN-GB'> </span><span class=MsoEndnoteReference><span lang=EN-GB style='font-size:12.0pt;mso-bidi-font-size:12.5pt;font-family:Arial;mso-bidi-font-family: Miriam'><span style='mso-special-character:footnote'><![if !supportFootnotes]>[3]<![endif]></span></span></span><span lang=EN-GB style='font-size:12.0pt;font-family:Arial;mso-bidi-font-family:Miriam; mso-fareast-language:EN-GB'>, </span><span class=MsoEndnoteReference><span lang=EN-GB style='font-size:12.0pt;mso-bidi-font-size:12.5pt;font-family:Arial; mso-bidi-font-family:Miriam'><span style='mso-special-character:footnote'><![if !supportFootnotes]>[4]<![endif]></span></span></span><span lang=EN-GB style='font-size:12.0pt;font-family:Arial;mso-bidi-font-family:Miriam; mso-fareast-language:EN-GB'>, </span><span class=MsoEndnoteReference><span lang=EN-GB style='font-size:12.0pt;mso-bidi-font-size:12.5pt;font-family:Arial; mso-bidi-font-family:Miriam'><span style='mso-special-character:footnote'><![if !supportFootnotes]>[5]<![endif]></span></span></span>.<span lang=EN-GB style='font-size:12.0pt;font-family:Arial;mso-bidi-font-family:Miriam; mso-fareast-language:EN-GB'><o:p></o:p></span>
<![if !supportLists]><span lang=EN-GB style='font-size:12.0pt;font-family:Arial;mso-bidi-font-family:Miriam; mso-fareast-language:EN-GB'>B.<span style='font:7.0pt "Times New Roman"'>    </span></span><![endif]><span lang=EN-GB style='font-size:12.0pt;font-family: Arial;mso-bidi-font-family:Miriam;mso-fareast-language:EN-GB'>EQUAM, therefore, emphasizes the need for immediate explantation of these implants. 

<span lang=EN-GB style='font-size:11.0pt;font-family:Arial;mso-bidi-font-family:Miriam; mso-fareast-language:EN-GB'>References: <o:p></o:p></span>
</div><div style='mso-element:endnote-list'><![if !supportEndnotes]>
<![endif]><div style='mso-element:endnote' id=edn1><span class=MsoEndnoteReference><span lang=EN-GB><span style='mso-special-character:footnote'><![if !supportFootnotes]>[1]<![endif]></span></span></span><span class=MsoEndnoteReference><span lang=EN-GB style='mso-fareast-language:EN-GB'> </span></span><span lang=EN-GB style='font-size:10.0pt;font-family:Arial;mso-bidi-font-family:Miriam; mso-fareast-language:EN-GB'>M. Topaz, C. Oppikofer, S. Mokady, U. Cogan. Evidence of Extreme Oxidative State of Soybean Oil-filled (Trilucent™) Breast Implants – Safety Concerns. Abstract of presentation given at the International Symposium of the American Society for Aesthetic Plastic Surgery, April 27, 2002, Las Vegas.</span><span lang=EN-GB style='mso-fareast-language:EN-GB'><o:p></o:p></span>
</div><div style='mso-element:endnote' id=edn2>
<span class=MsoEndnoteReference><span lang=EN-GB style='font-size: 10.0pt;mso-bidi-font-size:12.5pt'><span style='mso-special-character:footnote'><![if !supportFootnotes]>[2]<![endif]></span></span></span><span class=MsoEndnoteReference><span lang=EN-GB style='mso-fareast-language:EN-GB'> </span></span><span lang=EN-GB style='font-size:10.0pt;font-family:Arial;mso-bidi-font-family:Miriam; mso-fareast-language:EN-GB'>MDA HN 2000(05) June 2000 Trilucent™ Breast Implants: Recommendation to Remove.<span style="mso-spacerun: yes">  </span>Manufacturer/supplier Lipomatrix Inc. / AEI Inc. (formerly Collagen Aesthetics International Inc.) Internet-address: http://www.medical-devices.gov.uk </span><span lang=EN-GB style='mso-fareast-language:EN-GB'><o:p></o:p></span>
</div><div style='mso-element:endnote' id=edn3>
<span class=MsoEndnoteReference><span lang=EN-GB style='font-size: 10.0pt;mso-bidi-font-size:12.5pt'><span style='mso-special-character:footnote'><![if !supportFootnotes]>[3]<![endif]></span></span></span><span class=MsoEndnoteReference><span lang=EN-GB style='mso-fareast-language:EN-GB'> </span></span><span lang=EN-GB style='font-size:10.0pt;font-family:Arial;mso-bidi-font-family:Miriam; mso-fareast-language:EN-GB'>Assessment of Health Risks Associated with Exposure to Soybean Oil Filler Compounds and Peroxidation Products Potentially Released from Trilucent Breast Implants. Prepared for AEI IncGary M. Williams, M.D Professor of Pathology Director, Environmental Pathology and Toxicology New York Medical CollegeValhalla, New York, May 31, 2000.</span><span lang=EN-GB style='mso-fareast-language:EN-GB'><o:p></o:p></span>
</div><div style='mso-element:endnote' id=edn4>
<span class=MsoEndnoteReference><span lang=EN-GB><span style='mso-special-character:footnote'><![if !supportFootnotes]>[4]<![endif]></span></span></span><span lang=EN-GB style='mso-bidi-font-size:10.0pt;mso-fareast-language:EN-GB'> </span><span lang=EN-GB style='mso-bidi-font-size:10.0pt;font-family:Arial;mso-bidi-font-family: Miriam;mso-fareast-language:EN-GB'>Monstrey, S., Delanghe, J., Christophe, A., Dhooge, W., deGreyt, W., Bernard, D., van Landuyt, K., Blondeel, P. (2000)<span style="mso-spacerun: yes">  </span>Biocompatibility and oxidative stability of radiolucent breast implants.<span style="mso-spacerun: yes">  </span>Plast. Reconstr. Surgery, 105: 1429-1434.</span><span lang=EN-GB style='mso-bidi-font-size:10.0pt;mso-fareast-language:EN-GB'><o:p></o:p></span>
</div><div style='mso-element:endnote' id=edn5>
<span class=MsoEndnoteReference><span lang=EN-GB><span style='mso-special-character:footnote'><![if !supportFootnotes]>[5]<![endif]></span></span></span><span class=MsoEndnoteReference><span lang=EN-GB style='mso-fareast-language:EN-GB'> </span></span><span lang=EN-GB style='font-size:10.0pt;font-family:Arial;mso-bidi-font-family:Miriam; mso-fareast-language:EN-GB'>Papanastasiou S, Odili J, Newman P, Evans J. Are triglyceride breast implants really biocompatible? Ann Plast Surg. 2000 Aug;45(2):172-3; discussion 174-6.</span><span lang=EN-GB style='mso-fareast-language: EN-GB'><o:p></o:p></span>
</div><div style='mso-element:endnote' id=edn6>
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