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Post-Approval Studies
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma_pas.cfm?c_id=234&t 1d=38827
6

SSEDs

Poly(methyl methacrylate)

ArteFill Artes Medical USA, Inc. (P020012; Approved 10/27/2006)
http://www.fda.gov/cdrh/pdf2/P020012.html

Hydroxylapatite
Radiesse Bioform Medical, Inc. (P050052; Approved 12/22/2006)
http://www.fda.gov/cdrh/pdf5/P050052.html

Radiesse (P050037; Approved 12/23/2006)
http://www.fda.gov/cdrh/pdf5/P050037.html

Poly(L-lactic acid)
Sculptra Sanofi Aventis Pharmaceuticals, Inc. (P030050; Approved 08/03/2004)
http://www.fda.gov/cdrh/pdf3/P030050.html

Hyaluronic Acid
Hylaform, Hylaform Plus, Captique Genzyme Biosurgery (P030032; Approved 04/22/2004)
http://www.fda.gov/cdrh/pdf3/P030032.html




Restylane Injectable Gel, Perlane Injectable Gel Medicis Aesthetics Holdings, Inc. (P040024;
Approved 03/25/2005)
http://www.fda.gov/cdrh/pdf4/P040024.html

Juvederm Gel Implants (Juvederm 30, Juvederm 24HYV, Juvederm 30HV) Allergan
(P050047; Approved 06/02/2006)
http://www.fda.gov/cdrh/pdf5/P050047.html

Elevess Anika Therapeutics, Inc. (P050033; Approved 12/20/2006)
http://www.fda.gov/cdrh/pdf5/P050033.html

Collagen
Evolence Porcine Collagen Dermal Filler Colbar LifeScience (P070013; Approved

06/27/2008)
http://www.fda.eov/cdrh/pdf7/P070013.html

Cosmoderm, Cosmoplast Allergan (P800022, Supplement 50; Approved 03/11/2003)
http://www.fda.gov/cdrh/pdf/P800022S050.html

Zyderm Collagen Implant, Zyplast Allergan (P800022; Approved 07/22/1981)

{The Summary of Safety and Effectiveness Data for this device is no longer available through
the FDA/CDRH website. It is also to FDA knowledge that this device is no longer manufactured
by Allergan.}



