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Short introduction history 
A few years after breast implants came on the market and were placed in women, the problems 

and complaints of women started. Often local, but the longer they were in the body  systemic 

health issues , autoimmune-like complaints were also reported by women. In the early 1990s, 

media attention for the women who were sick in America eventually resulted in a ban after the 

FDA’s Commissioner Dr David Kessler discovered that the largest silicone manufacturer had 

been convicted of scientific misconduct and fraud.  

 

Few knew the real reason for the ban. We didn’t find the 'hard' evidence (video)1 until 2018. 

There were rumors about secret documents, but we wanted to hear this from an official source 

(FDA).2 

 

Apparently the governments of Europe didn't know this either. It was said here that American 

women care about the money because of the suing culture in America.3 

 

Here, too, more and more women developed health problems. It was in 1992 that our 

Foundation was founded. 

The large American manufacturers Allergan and Mentor settled in Europe, after all there was no 

ban here, in fact Mentor received a subsidy for a factory in Leiden. 

 

Meanwhile 

In the meantime, all kinds of studies were initiated in America to clear the name of Dow Corning. 

Also to prove that according to Dow Corning they were safe after all. According to court 

documents (in our possession), studies were designed in such a way that there was no 

conclusive evidence. Epidemiological studies in particular were subject to COIs and were 

regularly manipulated.4 
 

1 FDA David Kessler    
https://www.youtube.com/watch?v=3uToeeUw
7nY&t=114s  April 1992 
2 FDA Tells Firm to Open Data on Breast Implants 
https://www.latimes.com/archives/la-xpm-1992-
01-19-mn-914-story.html  
3 Silicone Breast Implant Litigation   
https://journalofethics.ama-
assn.org/article/silicone-breast-implant-
litigation/2010-05  
4 Breast Implants: A Research and Regulatory 
Summary 
https://www.center4research.org/breast-
implants-research-regulatory-summary/  
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…….but below accurate representations of reality 

 
 

This is what plastic surgeons show 

when asked what happens when 

they rupture? 

This is how the implants are 

presented to the patient
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Capsular contraction/ fibrosis                                               Unilateral rupture   

 

After implantation, the degradation process begins.  

The following research shows that the implants degradates.  
Aging of retrieved gel breast implants : 

https://pubmed.ncbi.nlm.nih.gov/25746931/ 

 

 

Go to study   

 

After 51 months of implantation decrease of  the  shell/envelop thickness for round style implants 

average rate was 16% and for anatomical 8%. 

Chemicals in breast implants 

Almost all chemicals used in manufacturing have already been covered in the literature. Some 

substances are still debatable, such as the low-molecular siloxanes, but one substance is quite 

remarkable.  

Few seem to know that this substance is in the shell of the implants.1 

A substance mentioned inconspicuously in the Summary of safety and effectiveness data of the 

implants2 3 4  namely silica. 

https://pubmed.ncbi.nlm.nih.gov/25746931/
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Exactly the same paragraph for all major American brands.  

No information on the type of silica and whether it is treated or not (hydrophilic or hydrophobic). 

To find out which type is used in implants, we then searched the IOM study "Safety of silicone breast 

implants"5 where the chemical composition was discussed in detail. 

 

Reading the executive Summary (page 22 PDF) it becomes clear that little/no research has been done 

on the silica 
                                                                                                                                                                                                                                                                                 
                                                                                                                        Page 22 PDF 

 

 

 

 

 

 

More quotes from the “Safety of silicone breast implants” 
 

    
Page 47 PDF 

 

 

 

 

 

 

 
Page 49 PDF  

 

 

 

 

 

 

 

 

 

Since the evidence is lacking or flawed that amorphous silica in breast 

implant shells is available to, or found in tissues of experimental animals or 

humans, or that crystalline silica is formed or present at any time in women 

with implants, the toxicology of silica has not been reviewed, although 

literature on silica is included in the references. 
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Page 70 PDF 

 

 

 

 
 

 
Page 90 PDF 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
Page 99 PDF 
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Types of silica according to the Safety of silicone breast implants  
Fumed silica from Evonik 

 

 
 

 
 
 

 

 

CAB-O-SIL® MS-75D FUMED SILICA 

 
 

 

 

Silica  info-card according  REACH/ ECHA 6 

 
 

Another fact  
The same amorphous pyrogenic silica trimethyl silyl treated is also used as a biocide in the EU7 
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Studies that already sounded the alarm about the toxicity of silica at the time (1991) 

 
There were a number of studies that very clearly showed a T-cell response already (Shanklin and 

Smalley8 9 10 11 12)  (I have the book/PDF (Immunology of silicones)  , but this was hardly discussed.  It 

seems like they assumed amorphous silica couldn't be toxic at all. There was also speculation at the 

time about silicone possibly degrading to crystalline silica, which was dismissed also.  

Two studies which already showed a reactive cellular response:  

 

• Analysis of the soft-tissue response to components used in the manufacture of breast implants: 

rat animal model13 

• Investigation of silicone oil and fumed silica in an adjuvant animal model.14 

 
 

1 https://pubmed.ncbi.nlm.nih.gov/21964678/  Breast implants: the good, the bad and the ugly. Can nanotechnology improve 
implants? 
2 SUMMARY OF SAFETY AND EFFECTIVENESS DATA Mentor https://www.accessdata.fda.gov/cdrh_docs/pdf3/p030053b.pdf    
3 SUMMARY OF SAFETY AND EFFECTIVENESS DATA Allergan https://www.accessdata.fda.gov/cdrh_docs/pdf2/p020056b.pdf  

5 Safety of silicone breast implants IOM https://www.ncbi.nlm.nih.gov/books/NBK44792/  
6 Echa https://echa.europa.eu/nl/substance-information/-/substanceinfo/100.118.670  
7 https://echa.europa.eu/documents/10162/2977f64b-a27c-fab4-c69b-1cd1234792dd  
8 Chapter T Cell-Mediated Immune Response to Silica (..)https://link.springer.com/chapter/10.1007/978-3-642-85226-8_22  
9Immunologic stimulation of T lymphocytes by silica after use of silicone mammary implants  
https://pubmed.ncbi.nlm.nih.gov/7896014/ 
10 Microscopic techniques and histologic findings in silicone mammary implant capsules and regional paranodal tissues 
https://pubmed.ncbi.nlm.nih.gov/8565564/ 
11 Lymphocyte response to silica among offspring of silicone breast implant recipients 
https://pubmed.ncbi.nlm.nih.gov/9145333/  
12 The immunopathology of siliconosis. History, clinical presentation, and relation to silicosis and the chemistry of silicon and 
silicone https://pubmed.ncbi.nlm.nih.gov/9951648/ 
13 https://pubmed.ncbi.nlm.nih.gov/1847746/  
14 https://pubmed.ncbi.nlm.nih.gov/9283562/  

4 SUMMARY OF SAFETY AND EFFECTIVENESS DATA Sientra https://www.accessdata.fda.gov/cdrh_docs/pdf7/p070004b.pdf  
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