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Division of Dockets Management (HFA-305)

Food and Drug Administration

5630 Fishers Lane – RM. 1061

Rockville, MD  20852

RE: Docket # 2004D-0002

          Toxic Discovery and our over 25,000 membership would first like to compliment the FDA, Dr. David W. Feigal, Dr. Daniel Schultz and Dr. Susan Wood for their ongoing dedication to the breast implant travesty and for allowing Consumer Advocacy in this complex issue.
          After a complete review of “Draft Guidance for Industry and FDA Staff”, Saline, Silicone Gel, and Alternative Breast Implants our Organization would like to make the following public statements and comments concerning suggestions for improvement and enforcement of this document.

          The initial guidance for breast implants was developed in 1992 by the Office of Science and Technology to assistant manufactures. Exemption #5 Breast Implants – E1996002 was a sound document and provided intelligent clarification of what necessitated medical or surgical intervention in direct relationship to serious injury concerning breast implants.  Has the FDA lost sight of the standards and protocols set so many years ago?

SUGGESTIONS AND COMMENTS:
· Page 14 – 6.5 Bleed Testing – Bleed of Silicone Gel-filled Breast Implants. “Gel bleed appears to occur continuously for silicone gel-filled breast implants”
A. Comment: FDA continues to support the approval and production of a faulty medical

                        device that historically damages the lives of females World-Wide. Just the

                        allowance of this statement proves that the silicone gel breast implants
                        are, and remains, an inferior device that should be pulled from the

                        shelves of all facilities. Quote: “Since when did the migration of silicone 

                        and toxins into the human body become acceptable”?
· Page 17 – Retrieval Study – FDA recommends the article by Brandon, et al. for a 
                                                      description of the type of information to consider during

                                                      the development of your retrieval study protocol.

A. Comment:  Toxic Discovery would like to make public that the above article that 
                           you praise was also co-authored by none other than LeRoy Young, M.D.

                           “The Silver Fox remains in the Hen House”. Dr. Young is not only the
                           primary Plastic Surgeon connected with Washington University aka 

                           Barnes Jewish Hospital but he is also connected with The Center for

                           Implant Retrieval and Analysis. How can the FDA condone the works

                           of this group after the failure of the Trilucent Soybean implant which 

                           Dr.Young was the primary inventor? How can the FDA allow doctors  
                           who reap financial reward from McGhan/Inamed dictate FDA 

                           protocol? 

B. Dr. Young in his testimony to the General and Plastic surgery Devices Panel stated, “

I have no financial ties to any implant manufacturer, and am neither a witness nor party in a pending lawsuit”. Toxic Discovery challenges Dr. Young’s statements and

                    his continuted involvement with the FDA because of his connections with the 

                    manufactures especially McGhan/Inamed. 

· Page 21 – Safety Assessment – Complications.
A. Comment: The manufacturing community has acknowledged the potential risks

                          Associated with silicone breast implants. A United States Patent dated

                          06/26/2001 filed by none other than McGhan Medical Corporation (now

                          Inamed Corporation) states, “Adverse medical consequences have

                          Recently become associated with the use of silicone gel filled implants
                          because it has been discovered that the silicone oil can migrate through

                          the implant shell and the silicone is NOT biocompatible with other

                         human tissues. Therefore, the use of silicone based filler materials has

                         been discontinued in the industry”. United States Patent 6,251,137.

· Page 22 – Safety Assessment – Complications (continued). FDA recommends that you

                        conduct regularly scheduled evaluations of these complications. We suggest

                        follow-up frequencies of 6-10 weeks, 1 year, and annually thereafter, if not

                        more often.

A. Comment: This is not feasible, cost effective or even humanly possible. As Mentor

                          Corporation has proven in the past, this will only support and promote

                          Pastic Surgeons enrolled in these pseudo-studies to further falsify
                          medical records and to allow future implanted women to be denied the 

                          TRUTH concerning rupture rates and implanted related disease stats. The 

                          majority of women who receive breast implants go back to their original 

                          implanting Plastic Surgeon only 1-2 after the initial surgery. Implanting
                          doctors would NOT want to jepordize their incomes by documenting

                          product failure within the first year. Ask the majority of women that have
                          been enrolled in these studies and they will tell you that their doctors
                          did NOT follow them correctly nor were they correctly informed of the

                          risk nor understand these risks completely.

· Page 23 – For silicone gel-filled implants, FDA recommends magnetic resonance
                        Imaging (MRI) as the current method of choice for detecting silent

                        rupture. 

A. Comment:  Private pay insurance, Medicare and Medicaid will not cover such cost.

                           On the average an MRI will cost a patient (out of pocket) anywhere from

                           $800.00 - $1,200.00. Because of this non-covered expense, a woman

                           would not elect to have such a procedure. Because of this not being 

                           covered, a woman would have to undergo either standard mammograms 

                          or ultrasounds which many cases may completely miss the rupture until it

                           is so severe that her health may become more compromised 
· Page 23 – For devices that are explanted, the final rupture determination should be
                        made at the time of explantation.

A. Comment - Toxic Discovery has reviewed reports that the Plastic Surgeons document rupture but fail to inform their patients of the fact. Toxic Discovery would

hope that the FDA would support the theory that ALL ruptured breast implants should be removed.

· Page 23 – FDA recommends that the patients in the silent rupture cohort undergo MRI evaluations at 1, 2, 4, 6, 8, and 10 years, if not more frequently.
A. Comment – Toxic Discovery shudders at the thought that FDA would support a woman being followed 10 years with a silent rupture without being explanted. 

         Page 24 –FDA recommends that you conduct CTD evaluations on ALL patients at the

                        Preoperative time point and at 1, 2, 4, 6, 8, and 10 year postoperative time

                        time points.

A. Comment – Who will pay for these procedures? And if positive, will an insurance

                           deny insurance later in life?

· Page 26 – Supplemental Literature Information.
A. Comments – Ability to breast feed may be decreased (should be added to list). 

 Page 27 – A Patient Registry

A. Toxic Discovery requests a National Registry be established for ALL women that

have/had breast implants. This Registry should be funded by any/all breast implant

manufacturers. If a Recall occurs FDA should notify the recipient of the fact that their

implant was recalled. 

B. Toxic Discovery suggests that the MDL -926 and the DSF (Dow Settlement Facility) 

be involved in notifying all claimants to take part in this Registry.

C. FDA should be allowed access to rupture rates and disease stats that have been paid to date via the MDL-926.  FDA should also have access to the Disease Claims and the Rupture Rates once Dow Bankruptcy Claims start being paid.

In closing, Toxic Discovery would like to submit these further suggestions.

I. Toxic Discovery would like to see a Consumer Advocate serve on each Committee along side a Breast Implant Manufacturer. Toxic Discovery sees no input being allowed from individuals that had problems with their breast implants and had them removed. Toxic Discovery does not see equality concerning representation of advocacy against breast implants. 

II. Toxic Discovery would like to see a Med-Watch Form designed specific to breast implant questions. The General Public does not understand the form as it exists today.

III. Mandatory MedWatch Forms are NOT being submitted via Free Standing Facilities nor is this being regulated per Federal Law.  JCAHO should be notified by FDA and should

Network with them annual on federal requirements and enforcement of these rulings. 

IV. Patients should have access to Physician Package Inserts along with Patient Package 

Inserts. 

V. Closed capsulotomies are still being performed behind “closed doors” with doctors 

Instructing their patients “not to tell”. 

Toxic Discovery has contacted Inamed’s “toll-free number for patient’s questions and information. They should be ashamed of the lack of knowledge that is being provided if provided at all.  We were told that they (Inamed) did not have specific nurses assigned for this assignment.

This report submitted by,

Kathy L. Keithley Johnston, R.N.

Executive Director

Toxic Discovery
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