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In response to violation #5, In researching with the
manufacturer of the Microaygregated Albumin Kite that we use
we could not find anywhere, even in the package inserts,
information that addressed our specific problem. The
woblem being on rare Gocasions we do not have encugh
activity to reconstitute “he kit according to manufacturer s
instructions. (he departuent has contacted the manufacturer
and they believe the new procedire 18 acceptable and safe to
follow. Both the Medicel Director of Nuclear Medicine and
the R.5.0, heve doctusented their approvael of this procedure.

1 am enclosing » copy of our respones with this letter,
I hope that we have setisfactorily responded to all of your
concern, Thank vou Tor your consideration in theze matters.

Sincerely.,

b :Ezkt:;k44¥~ﬁ11uf>

Kevin Pistulra, RT(R)
Director of Radiology
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