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RE: ADDENDUM TO REPLY TO A NOTICE OF VIOLATION

In your letter, dated March 9,1994, you requested the following information to supplement our
letter, dated October 25,1993, in response to a Notice of Violation.

1. Our response to Violations I.A, l.D, and 1.C, did not specify the date when full compliance
was or will be achieved.

RESPONSE: Full compliance will be implemented by April 30,1994. and prior to any clinical
application of the Cobalt T-1000.

2. Our iwm to Violations I.B and I.C.1 did not describe the mechamsm by which we will
assure that trnmmg in provisions of our QM program is given to both current and fixture
employees as appropriate, nor did it indicate the date by which full compliance will be
achieved.

RESPONSE: Appropriate trnmmg in the QM program will be provided to current employees,
including all mnhnnzed users and physics and technical stafE by April 30,1994, and prior to any
clinical application of the Cobalt T-1000. Appropriate traming will be provided to future
employees, ind*g all authorized users and physics and technical staff, prior to directmg,
overseeing, or performmg any clinical application of the Cobalt T-1000. Written evidence of such
trnmmg will be retamed indefinnely.
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Alan G. Harper
Medical Center Director

cc: Regional Admmistrator
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