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The FDA issues a Summary of Safety and Effectiveness Data (SSED) for each approved pre-market approval submission. The SSED
describes the data reviewed by the FDA that was used to support approval of the proposed device. The table below contains links to
the SSEDs for each breast implant approved for marketing in the US.

Nimar D?:\(:)SIOT/I;/IIA Device Name Implant Fill and surface type SSED link
Saline https://www.accessdata.fda.gov/cdr
Allergan . . Smooth and h_docs/pdf/P990074B.pdf
P990074 5/10/00 Natrelle Saline- Filled Breast Implants Textured — Allergan BIOCELL® using
Salt Loss Process
Saline https://www.accessdata.fda.gov/cdr
Mentor 5/10/00 Mentor Saline- Filled and Spectrum Smooth and h_docs/pdf/P990075B.pdf
P990075 Breast Implants Textured — Mentor SILTEX® using
Stamping Process
Silicone Gel https://www.accessdata.fda.gov/cdr
Allergan . . Smooth and h_docs/pdf2/P020056B.pdf
P020056 11/17/06 Natrelle Silicone-Filled Breast Implants Textured — Allergan BIOCELL® using
Salt Loss Process
Silicone Gel https://www.accessdata.fda.gov/cdr
Mentor Smooth and h_docs/pdf3/P030053B.pdf
P030053 11/17/06 Mentor MemoryGel Breast Implants Textured — Mentor SILTEX® using
Stamping Process
Allergan Natre_lle® 410 Highly_Cohesiv_e Silicone Gel https://www.accessdata.fda.gov/cdr
P040046 2/20/13 Anatomically Shaped Silicone- Filled Textured — Allergan BIOCELL® h_docs/pdf4/P040046B.pdf
Breast Implants using Salt Loss Process
Mentor Silicone Gel _ https://www.accessdata.fda.gov/cdr
P060028 6/14/13 Mentor MemoryShape Breast Implants | Textured — Mer]tor SILTEX® using h_docs/pdf6/P060028B.pdf
Stamping Process
. . ™ il Silicone Gel https://www.accessdata.fda.gov/cdr
Sl 3/9/12 Stentra OPUS ™ j:r']‘ig”e Gel Breast Smooth and h_docs/pdf7/P070004B.pdf
Textured — Using Salt Loss Process
IDEAL 11/14/14 IDEAL IMPLANT® Structured Breast Saline https://www.accessdata.fda.gov/cdr
P120011 Implant smooth h_docs/pdf12/P120011B.pdf
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For each approved breast implant, FDA has publicly available patient and physician labeling as it existed at the time of approval. The
table below contains links for the labeling at the time FDA approved the implant. For current labeling please see the manufacturers

website.
PMA | Date of PMA . . )
Number | Approval Device Name Implant Fill and surface type Label Link
. . Saline Patient Labeling
Qs;g)org?z 5/10/00 Natrelle S?:;n?;rigled Breast Smooth and Physician Labeling
P Textured — Allergan BIOCELL® using Salt Loss Process
. . Saline Patient Labeling
Pl\élggé% 5/10/00 g/l irgi?ans"\ag?:a-st':lllrlﬁdlsr:]ti Smooth and Physician Labeling
P P Textured — Mentor SILTEX® using Stamping Process
. . Silicone Gel Patient Labeling-Augmentation
Q&%ggg 11/17/06 Natrelle S'II';OT;ZHM Breast Smooth and Patient Labeling-Reconstruction
P Textured — Allergan BIOCELL® using Salt Loss Process Physician Labeling
Silicone Gel Patient Labeling-Augmentation
P“gggé%% 11/17/06 Mentor N:;mloarggel Breast Smooth and Patient Labeling-Reconstruction
P Textured — Mentor SILTEX® using Stamping Process Physician Labeling
Allergan Natrelle® 410 Highly Cohesive Silicone Gel 5;,[?::: Il__:k?;llilr?g-l‘fe Lg:;?ﬂitt'g:]
2/20/13 Anatomically Shaped Silicone- Textured — Allergan BIOCELL® using Salt Loss - . s
P040046 . Patient Labeling-Mini Brochure
Filled Breast Implants Process — -
Physician Labeling
Patient Labeling-Augmentation
Mentor 6/14/13 Mentor MemoryShape Breast Silicone Gel Patient Labeling-Reconstruction
P060028 Implants Textured — Mentor SILTEX® using Stamping Process | Patient Labeling-Mini Brochure
Physician Labeling
. . .. Silicone Gel Patient Labeling-Augmentation
™
P%'?g(t)r& 3/9/12 SlentraB? ePaL;flm Sl'gr']igne Gel Smooth and Patient Labeling-Reconstruction
P Textured — Using Salt Loss Process Physician Labeling
IDEAL 11/14/14 IDEAL IMPLANT® Structured Saline Patient Labeling
P120011 Breast Implant smooth Physician Labeling
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https://www.fda.gov/downloads/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/BreastImplants/UCM064457.pdf
https://www.fda.gov/downloads/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/BreastImplants/UCM232268.pdf
https://www.fda.gov/downloads/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/BreastImplants/UCM064453.pdf
https://www.fda.gov/downloads/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/BreastImplants/UCM232436.pdf
https://www.fda.gov/downloads/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/BreastImplants/UCM245625.pdf
https://www.fda.gov/downloads/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/BreastImplants/UCM245626.pdf
https://www.fda.gov/downloads/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/BreastImplants/UCM245627.pdf
https://www.fda.gov/downloads/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/BreastImplants/UCM245622.pdf
https://www.fda.gov/downloads/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/BreastImplants/UCM245624.pdf
https://www.fda.gov/downloads/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/BreastImplants/UCM245623.pdf
http://www.accessdata.fda.gov/cdrh_docs/pdf4/P040046c.pdf#page=42
http://www.accessdata.fda.gov/cdrh_docs/pdf4/P040046c.pdf#page=100
http://www.accessdata.fda.gov/cdrh_docs/pdf4/P040046c.pdf#page=162
http://www.accessdata.fda.gov/cdrh_docs/pdf4/P040046c.pdf
http://wayback.archive-it.org/7993/20170113025554/http:/www.accessdata.fda.gov/cdrh_docs/pdf6/P060028d.pdf#page=99
http://wayback.archive-it.org/7993/20170113025554/http:/www.accessdata.fda.gov/cdrh_docs/pdf6/P060028d.pdf
http://wayback.archive-it.org/7993/20170113025554/http:/www.accessdata.fda.gov/cdrh_docs/pdf6/P060028d.pdf#page=188
http://wayback.archive-it.org/7993/20170113025554/http:/www.accessdata.fda.gov/cdrh_docs/pdf6/P060028c.pdf
https://www.fda.gov/downloads/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/BreastImplants/UCM295499.pdf
https://www.fda.gov/downloads/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/BreastImplants/UCM295500.pdf
http://www.accessdata.fda.gov/cdrh_docs/pdf7/p070004c.pdf
http://www.accessdata.fda.gov/cdrh_docs/pdf12/P120011c.pdf
http://www.accessdata.fda.gov/cdrh_docs/pdf12/P120011d.pdf



