Dear Dr. Gross,

The six other NGS Medical directors and | discussed your request to remove the exclusion for
cardiac and vascular surgery and the requirement that patients be unwilling or unable to
participate in preoperative autologous donation from LCD L4835. We decided that the available
published evidence did not support removing these restrictions. Our major concern related to
patient safety issues summarized by recent FDA warnings and the FDA label warnings. Should
new evidence become available we will be pleased to reconsider this issue. Our decision was
based on the following publications:
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