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Cardiovascular Associates, Ltd.
Roy F. Heltzal, Jr. Medical consultant for licensee/Steven Courtemanche
757-410-9051

Lack of response to June 22, 2005 Telephone Deficiency

| spoke with Mr. Heltzal and determined the following:

(1) The licensee is working with the manufacturer on the training required by 10
CFR 35.590.

(2) The date of the move has been pushed back into August 2005.

(3) The licensee understands that a written response will be required pertaining to
the training and who will be authorized on the license for the device.

I informed Mr. Heltzal that | would be drafting a letter documenting the need for
the licensee to respond in writing so that the amendment could be completed.
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