
 
 
 
 
                                      
 

 
June 10, 2020 
 
The Honorable Chairwoman Lynn Smith 
State Capitol, Room 228 
Atlanta, Georgia 30334 
 
RE: Senate Bill 426 
 
Dear Chairwoman Smith, 
 
On behalf of the Advanced Medical Technology Association (AdvaMed) and Georgia Bio, we write to 
share our comments on Senate Bill 426, being considered by the legislature, related to ethylene oxide. As 
you may know, billions of medical devices each year in the U.S. are sterilized using ethylene oxide. The 
direct impact of severe restriction on the ability to sterilize medical devices could compromise the 
medical device industry’s ability to provide a consistent, stable, and safe supply of medical supplies to 
patients nationwide during the COVID-19 pandemic. 
 
AdvaMed is the world's largest trade association representing medical device and diagnostics 
manufacturers, with more than 400 members, ranging from the largest to the smallest medical technology 
innovators and manufacturers. Georgia Bio is a 31-year-old non-profit, membership-based organization 
that promotes the interests and growth of Georgia’s bioscience and medical technology industries.  Our 
over 200 member organizations include companies, universities, research institutions, government groups 
and other industry associations involved in discovery and application of life sciences products and related 
services that improve the health and well-being of people throughout the world. 
   
The mission of any medical device company is to protect and improve the health of the patients we 
serve. This interest naturally carries over to our concern for our employees and the general public. Medical 
device companies implement industrial hygiene programs to monitor potential workplace exposures to 
ethylene oxide including, individual and industrial environment work area ethylene oxide exposure 
monitoring systems, employee training programs, emergency management systems, and risk 
management practices that typically exceed federal requirements for employee and public safety. 
 
 
State epidemiologist’s preliminary analysis does not show increased rates of cancer 
near facilities 
 
According to the Georgia State Epidemiologist & Chief Science Officer on August 19, 2019, preliminary 
analysis of cancer incidence in the zip code areas near the facilities did not show increased rates of 
cancer overall, nor for any of the cancers known to be associated with ethylene oxide.1 
 
 
Ethylene oxide sterilization is crucial as there are no commercially viable alternatives for 
many devices 
 
Ethylene oxide is critical to the safe sterilization of numerous medical devices. Over the past decade, our 
members have invested hundreds of millions of dollars to improve workplace safety and environmental 
health and to monitor potential exposure to ethylene oxide. Through the implementation of new 
technology, commercial sterilizers have reduced emissions of ethylene oxide by well over 90% throughout 
the last 30 years.2 

 
1 https://www.epa.gov/sites/production/files/2019-08/documents/ga_cancer_surveillance_-_cherie_l._drenzek.pdf  
2 https://enviro.epa.gov/triexplorer/tri_release.chemical  
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Although medical device sterilization accounts for less than 1% of overall ethylene oxide usage,3 our 
members currently sterilize more than 25 billion medical devices each year in the U.S. with ethylene oxide –
overall, more than 50% of all sterilized medical devices.4 Many of these devices cannot be sterilized in any 
other way because of the sensitive nature of the device materials, the components, or the complexity of 
the design. The majority of these devices are not resistant to damage caused by moist heat, radiation, 
and other modes of sterilization. For a number of other types of products, our members utilize other modes 
of sterilization, such as gamma irradiation and electron beam sterilization when possible, but for many 
devices, there is currently no viable alternative technology to ethylene oxide5. Our industry would like to 
stress that ethylene oxide is more expensive and time consuming than other forms of sterilization. Utilizing 
ethylene oxide is never the first option and is used when all other methods otherwise are deemed 
inappropriate. 
 
As the threat of antimicrobial resistance to disease-causing, mutating microbes continues to rise in the U.S. 
and around the globe, now more than ever, we need to ensure the medical and surgical equipment 
health care providers use is sterile. Ethylene oxide allows sterile surgeries to happen. 
 
Thank you for your time and consideration. Please feel free to contact us at with any questions or if we 
may be of assistance in your assessment of this issue.  
 
 
Sincerely, 
 

 
Maria Thacker Goethe, MPH 
President & CEO 
Georgia Bio / Georgia BioEd Institute 
mthacker@gabio.org 
 

 

 
 
Manthan Bhatt 
Director, State Government Affairs 
AdvaMed 
mbhatt@advamed.org  

 

 
3 https://monographs.iarc.fr/ENG/Monographs/vol97/mono97.pdf  
4 https://www.fda.gov/news-events/fda-voices-perspectives-fda-leadership-and-experts/preventing-medical-device-shortages-
ensuring-safe-and-effective-sterilization-manufacturing  
5 https://www.fda.gov/medical-devices/general-hospital-devices-and-supplies/ethylene-oxide-sterilization-medical-devices  
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