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SHAININ APPROACH SOLVES ONE YEAR-OLD MEDICAL DEVICE PROBLEM

A medical manufacturer of surgical devices discovered that blades were being contaminated 
prior to packaging. The discovery of blade contamination in the �eld would result in catastrophic 
loss of business as all surgeons would abandon the supplier due to their own liability concerns. 
The manufacturer was successful at containing the problem, but not without su�ering lower 
yields.  In order to meet customer targets, the manufacturer was forced to run extra shifts. 

THE PROBLEM:  The manufacturer wanted to understand and control the source of the 
contamination.  There was substantial concern about losing primary customers, should the 
containment fail.  But after a year of trying to solve the problem without success, the manufac-
turer needed a di�erent approach.  At this point, management engaged Shainin to identify and 
eliminate the source of contamination.

THE APPROACH:  Shainin �rst worked with a few key individuals at the manufacturer to create a 
new measurement system.  This allowed the team to rank samples of contamination by type and 
severity and added needed focus to the project.  Next, Shainin guided the team to graphically 
represent how and where the di�erent types of contamination varied.  True to the phrase, “a 
picture is worth a thousand words,” it became quickly apparent to the team that certain pieces of 
equipment were allowing the surgical blades to stick together during the chemical rinse processes.

Armed with this new perspective on the problem, the team could now leverage their knowledge 
of the process to eliminate the contamination.  A problem initially thought to have been the result 
of six di�erent causes of contamination ultimately turned out to be caused by the chemical oxida-
tion of base materials.  

After the primary cause had been dealt with, the team followed the Shainin approach further to 
identify and control secondary and tertiary causes generating lower levels of contamination. Once 
the physical process directly responsible for the contamination was exposed using the Shainin 
approach, the manufacturing process steps contributing to the contamination were much easier 
to identify and correct.

BENEFITS:  

• Safety concerns resulting from possible contamination of the surgical blades were eliminated.
• The company was able to return to regular shift schedules and save substantial amounts in 

excess labor costs.
• Potential business losses and liability concerns were avoided.


