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~ Advanced Medical Systems, Inc. License'No. 34-19089-01
- -ATTN: Sherry J. Stein, Director- EA No. 89-86' Regulatory Aff airs

-"
1020 London Road
Cleveland, OH 44110 ,

>.

,

. Dear Ms.. Stein:
'

- This refers-to your November 1,1989 letter, which forwarded a copy of Advanced
Medical System's (AMS) newly established 10 CFR Part 21 procedures. _. As>

indicated in'our December 27, 1989 letter to AMS, we have reviewed the
U procedures and conclude that they are not_ adequate to. fulfill all the

,

requirements of Section 21.21 of 10 CFR Part 21. The procedures should be
modified and resubmitted to include the following provisions:

,

1. A description of_the process for evaluating deviations to determine if a
'

defect or. failure to comply exists, or informing the licensee or purchaser
of the deviation. The description should include who will perform the
evaluation and the items considered,

2. A description of the process for assuring that a director or responsible
officer is informed-if itiis determined that an activity or component
failure:is a reportable defect or failure to comply. The' description
should include the name (or position-title) of the director or responsible
officer.

-

'

If you h' ave any questions regarding this matter, please contact Bruce Mallett
or George McCann of my staff at (708) 790-5500.

,

Sincerely,

ORIGNAL SWED BY C. E. MuktljuS

A' Charles E. Norelius, Director
Division of Radiation Safety

and Safeguards

cc w/ltr dtd 11/01/89:
S. S. Stein, AMS
DCD/DCB-(RIOS) -

bec w/1tr dtd 11/01/89:
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