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Appendix A 2

Contrary to the above, as of Uctober 23, 1990, the licensee did not
determine the total molybdenum=89 concentration in each eluate or extract
prior to administering that elution to patients. Specifically, each
eluate was not correctly assayed for molybdenum=99 activity in that the
manufacturers correction factor had not been applied.

This is a Severity Level IV violation. (Supplement VI)

D. 10 CFR 35.70(f) requires that a 1icensee conduct the surveys required by
paragraph (e) of this section so as to be able to detect contamination on
each wipe sample of 2000 disintegraticns per minute.

Contrary to the above, as of October 23, 1990, the licensee did not conduct
surveys so as to be able to detect contamination on each wipe sample of
2000 disintegrations per minute. Specifically, surveys intended to meet
this requirement were made, but were inadequately evaluated from September
17, 1990 to October 19, 1990, in that the number of disintegrations per
minute had not been calculated correctly. The number of counts per minute
had been multiplied by the efficiency rather than divided as required.

This 1s a Severity Level IV. (Supplement 1V)

Pursuant to the provisions of 10 CFR 2.201, Elizabeth General Medica)l Center =
West 1s hereby required to submit to this office within thirty days of the date
of the letter which transmitted this Notice, a written statement or explanation
in reply, including: (1) the corrective steps which have been taken and the
results achieved; (2) corrective steps which will be taken tu avoid further
violations; and (3) the date when full compliance will be achieved. Where good
cause is shown, consideration will be given to extending this response time.
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