Augqust 7, 198§

Our Lady of Mercy Hospital
ATTN: S. Lee, M.D.
Chairperson, Radistion Safety Committees
U.S. Highway 30
Dyer, IN 46311

Gentlemen!

This is in reference to your letter, dated June 13, 198§, +to
amend Byproduct Materisl License No. 13-12014-01. 1In order to
continue our review, we need the following additional
information:!

1. List the physicisn users who will use or supervise the use
of the bone wmineral analyzer devices. Refer to the enclosed
Policy and Guidence Directive 85-1 for specific training and
experience criterin.

2. Specify the title and training of the individusls who will
perform the installetion, replacement , and removal of the seasled
sources in the devices. Each individual who performs these
functions should receive training from the meanufecturer’'s
representative when the devices are inatalled. Records of the
individuale who have received this training should be maintained.

7. Submit procedures for esch device that will be followed
when installing, exchanging, or removing the sealed sources from
the devices. You may submit or reference the manufscturer's
instructions.

4, Stete the method that you will use for disposing of the
senled sources after they have decayed beyond their useful 1ife
or are otherwise no longer needed.
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Our Lady of Mercy Hoopital 2~

€, Des=cribe your procedures for sasuring that the bone mineral
analyzers and the sealed sources are secured at all times against
unauthorized use or removal both when the devices contain the

sensled sources and when the sesled sources are not within the
devices.

We will continue our review of your applicstion upon receipt of

this information. Plesce reply in duplicate within 30 daye and
refer to Contrel No. 79312,

Sincerely.

EV!L% R HAT!ON

Materinl Licensing Section

Enclosures! Policy snd Guidance Directive 8%.1
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