
Client 
Fortune 500 Medical Device 
Company.

Industry
Medical Device

Business Challenge
Developing a safe and effective 
process for cleaning and 
disinfecting products.

Background
TA global Fortune 500 company wanted to eliminate pre-
sterilization by ethylene oxide (EtO) of a family of medical devices, 
instead providing the customer with instructions for cleaning 
and disinfecting the product prior to use and in the event that the 
customer may choose to reuse the product. The elimination of 
EtO sterilization would result in a substantial reduction in the cost 
of manufacturing, due to eliminating the cost of the sterilization 
as well as enabling the use of lower-cost packaging materials.

Challenge

A suitable cleaning and disinfection process needed to be 
validated as safe and effective, and a regulatory analysis was 
needed to determine the need for any regulatory submissions.

RCA Approach

Regulatory Compliance Associates® Inc. developed a test plan 
and coordinated testing that demonstrated a microbiological log 
reduction of greater than 103 using the proposed cleaning and 
disinfection process. Additionally, a formal regulatory analysis 
was conducted, evaluating the nature of the product application 
and relevant predicate device 510(k) filings to determine the 
necessity for filing a 510(k).

Results

The regulatory analysis concluded that a 510(k) filing to clear the 
change with FDA was not required. Instead, a formal regulatory 
opinion and supporting validation testing was documented in the 
product Design History File. Due to not needing the 510(k), the 
project was completed under budget by over 60 percent, and the 
client realized a substantial product cost savings several months 
ahead of schedule.

“The project was completed under budget by 
over 60% with substantial product savings, 

several months ahead of schedule.”
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