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December 1,2016

Mr. Tomoichi Kira

Deputy General Manager

Quality Control Depot.

Atom Medical Corporation/Urawa Factory
2-1, Doujyo 2-Chome, Sakura-ku.
Saitama Pref., 338-0835 Japan

Dear Mr. Kira,

We certainly do not take your concerns lightly, but after months of research and testing, we
have concluded that there is no way to insure that any blender, Bio-Med's or any competitor,
when left turned on for any period of time, will never experience backflow. This is the design
of the blender and the backflow is not affected by changing duck bills or any other
components in the blender.

As the largest blender manufacturer, with a huge installed base, we have not ever received
any reports of back flow concern from any hospitals, other than the two hospitals in Japan and
one other. The other hospital with blenders sitting idle and connected to gas have left the
bleed enabled at all times and never experienced any back flow since.

Our Bio-Med blender meets ISO Standard 11195, which does allow for some backflow. Any
measurable backflow occurs only when the blender if left on for extended periods of time and
is quickly flushed from the system when put in use.

We are proposing to add the following statement to our blender manual:

It is recommended when not in use the blender gases should be turned off either by installing
on/off valves or leaving the bleed function on to prevent any chance of cross contamination."”

/ Vs

Dean Bennett Sr.
CEO, Bio-Med Devices, Inc.
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