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DOW CORNING AND THE SILICONE IMPLANT CONTROVERSY 

During 1991, the silicone breast implant issue created an 
unprecedented challenge for Dow Corning that will continue for 
some time. We are taking responsible action to resolve the situation 
in the best interests of the needs and concerns of women. 1 ask that 
you keep infonned so that you can represent your company 
accurately to customers, suppliers and members of our communities. 
And 1 encourage you to keep the issue in perspective and not allow 
the extensive media coverage to distract you from the fulfillment of 
your jobs. 

lAwrence Reed 
President & COO 
Dow Corning Corporation 
1991 Report for Employees 

The silicone breast implant fiasco is a sad case of corporate 
indifference and regulatory mismanagement. 

Representati~·e Ted Weiss (D-N. Y.) 
House Subcommittee Chainnan 
New York Times, 3120192 

On April 16, 1992, the US Food and Drug Administration (FDA) lifted its 

January 6 moratorium on silicone gel-filed breast implants, but limiting availability and 

use for only special conditions. Given its concern about implant safety, the FDA 

required all future recipients to enroll in clinical studies. In its May 27, 1992 Update 

On Silicone Gel-Filled Breast Implanrs, the FDA acknowledged that "there is public 

health need for the implants among patients who have lost a breast because of cancer 

or trauma, or who have a serious malformation of the breast requiring reconstruction. 

Thus any woman who needs the implant to reconstruct the breast will be permitted 

access to such studies. Implants for the purpose of augmentation (breast 

enlargement) will be available only to a very limited number of women who 

This case is intended as a basis for class discussion rather than to illustrate either 
effective or ineffective management. No judgment or conclusion is implied either for 
or against any individual , organization or institution. Every attempt has been made to 
report information accurately and all information sources are cited where appropriate. 

Copyright (c) 1992 Zarina S. F. Lam and Dileep Hurry. 
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are enrolled in controlled clinical studies approved by FDA and designed to study 

specific safety questions relevant to the device." 

THE IMPLANT MARKET AND INDUSTRY PRIOR TO APRIL 1992 

The breast implant market generated annual revenues of approximately $500 

million prior to the controversy. The FDA estimates that approximately 2 million 

women in the U.S. have received breast implants. 1 Since their introduction in 1964 by 

Dow Corning, silicone-filled breast implants gained popularity2 and had slowly shifted 

from being predominantly reconstructive to being used for cosmetic augmentation 

purposes. The FDA estimated that 80% of the procedures were performed for 

cosmetic reasons and 20% for reconstructive purposes (for cancer patients who had 

undergone mastectomies). According to Business Week (6110/91), breast implants 

formed the third most popular procedure in plastic surgery after nose reconstruction 

and liposuction. Between 100,000 and 150,000 implant procedures were performed 

each year until the FDA's moratorium in January 1992. According to the Los Angeles 

Times (117/92), surgeons' fees accounted for the bulk of the implant industry's $500 

million revenues in 1991. Sales of the devices totaled about $50 million in 1991. 

The industry consisted of the following firms prior to April 1992: 

Dow Corning Corporation 

Dow Corning Corporation was the world's first and largest silicone gel-filled 

breast implant manufacturer. It commanded approximately 35% of the market3 until 

March 19, 1992 when the company withdrew from the market. Founded in 1943, Dow 

Corning is a 50/50 joint venture of Dow Chemical Company and Corning 

lTwo estimates made by the FDA stated that some I million women have breast implants in place. All 
other references gave the 2 million women estimate. 
2Between 1981 and 1988, the number of procedures done nationally grew 63% to 620,000. 20% of the 
operations performed annually in the U.S. were done in New York, second only to Los Angeles. (New 
York Business Journal, 1113/92). 
3The American Medical News states that Dow Coming had a 20% share of the breast implant market. 
Other references ret1ect the 35% market share. According to Canon Communications, Inc., publisher of 
the Medical Device and Diagnostic Industry, there is no official market share information. There is no 
dispute, however, of Dow Coming's market leader status. 
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Incorporated. Its principal business is to develop, manufacture and market silicones, 

related specialty chemicals, polycrystalline silicone, and specialty health care products. 

Operating worldwide, Dow Coming is a diversified, high technology firm with around 

5,000 products, 40,000 customers, 8,000 employees, and 4,900 total active worldwide 

patents (1,300 U.S. active). In 1991, 8% of its sales revenue was spent on research 

and development. Three related companies are Hemlock Semiconductor Corp., which 

manufactures polycrystalline silicon, Dow Coming STI which makes silicone rubber, 

and Dow Coming Wright, a manufacturer of orthopaedic medical devices. Dow 

Corning Wright was the division responsible for silicone implants. 

Company estimates suggest that there were approximately 750,000 Dow 

Corning implants worldwide by 1991. ~ccording to the company's 1991 Repon for 

Employees, despite an 8. 1 % increase in sales revenue in 1991 ($1, 845 million ending 

12/91), net income ($153 million) fell 10.6% from 1990. Dow Corning explained, 

"Profits were hurt by charges for anticipated venture losses, legal contract disputes, and 

breast implant matters. These charges reduced 1991 Profit After Tax by $36 

million. "4 Implant sales, however, generated less than 1% of Dow Corning's 1991 

sales revenues.5 See Exhibit 1 - Company Financial History. 

Dow Coming first entered the silicone-filled breast implant market in 1964 

when the Cronin Implant was invented by Senior Surgeon Tom Cronin at Dow 

Corning. Market resistance to the thick gel and shell led to a modified design in 1969, 

which included a seamless envelope and softer silicone gel. However, according to 

4Dow Corning stopped producing silicone-gel tilled breast implants and took a $25 million charge 
against 4th quarter 1991 earnings, which included a $10 million research fund announced on 3/19/92. 
(Wall Street Journal , 1/15/92). 
5According to attorney Daniel Bolton, Dow Coming was responsible for the original national testing of 
silicone breast implants, a position which later subjected the company to being named as CO-defendants 
in lawsuits against other implant makers. 
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Tom Talcott, an employee at Dow Corning between 1952 to 19766, the modified 

design had a higher failure rate than the earlier design. 

Subsequent product redesign led to the SILASTIC MSI Brand Mammary 

Implant H.P. Gel Filled design. The SILASTIC MSI Mammary Implant H.P. is a 

silicone gel-filled breast implant made with a micro structure silicone envelope. The 

silicone envelope consists of medical grade high performance (H.P.) silicone elastomer 

with an integral surface micro structure and a fluorosilicone barrier layer laminated to 

the inner surface of the envelope. The company's product information stated that the 

fluorosilicone coating within the envelope provided an effective barrier to significantly 

reduce "gel bleed", the passage of small quantities of silicone through the elastomeric 

shell of the implant. (If the gel happened to become mixed with body fluids, it may 

lose viscosity, and hence possibly be more difficult to remove). The company 

maintained that the product was safe and that most women were, and would continue to 

be, happy with their implants (New York Times, 3/20/1992). 

In its 1992-93 Profile, the company detailed eight basic corporate values: 

Integrity, Employees, Customers, Quality, Technology, Environment, Safety, and 

Profit. See Exhibit 2 - Dow Corning Corporate Values. These values were also 

retlected throughout its 1991 Reporrfor Employees. 

Other Implant Makers 

In addition to Dow Corning, there were several silicone breast implant makers 

m early 1992, including Surgitek, a subsidiary of Bristol-Myers Squibb, McGhan 

Medical Corp., a subsidiary of !NAMED Corporation of Carpinteria, CA, Mentor 

Corporation of Santa Barbara, CA, and Bioplasty of Roseville, MN. 

6In fall 1974, Talcott was made a member of the task force for the biological testing of the second 
generation breast implants. Talcott contends that the silicone gel breast implant was too fluid, posing a 
potential danger to the patient and presented his recommendation to suspend the product to the group in 
1975. Following unsuccessful pleas, Talcott resigned in protest in 2176. Information provided by 
Talcott was a factor in the FDA's decision to impose the moratorium on l/6/92. 
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