is comment is filed on behalf of the Cook Group
company of international corporations engaged in the
interventional products for radiology, cardiology, urology,
medicine and surgery. Cook pioneered the developme
Seldinger technique of angiography, and in techniques for in
cardiology. Cook products benefit patients by providing doctors wit
-artiology. Jets TEEBESI ST RVASIVE Surgery

~diagnosis and intervention without tfe"
ich

-~ We welcome this opportunity to submit comments
- strategy on’ f single use devices (SUDs). Specificaliy
~on whether original equipment manufacturers (OEMs) should
information regarding the potential risk associated with reusin
We think such a requirement would be very inappropriate.

be required to provide
g their single use devices.

~ As'mentioned above, Cook makes thousands of devices
products are SUDs. To provide more precise information on t

would place a tremendous burden upon us. We hav

~ ltisimportant to recognize that a company such as Cook has developed and .

~_relies heavily upon an excellent system of quality control. A major focus of our system
is aimed at limiting contamination of our products. Our products are packaged and
‘sterilized by proven methods. . i ;
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