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Jser The investigation which we in
that these incidents occurred between
primarily during off hour, "on call® schedules when emergency STAT dose
preparations were required. Ouring the course of this investigation, al)
professional staff members of this pharmacy were individually interviewed
Further, various documentation pertaining to the above period was reviewed

RPSC believes that the health and safety of the facility employees and the
vatients who were administered the above radiopharmaceuticals were not
-ompromised by these inappropriate actions. No reports of misaaministravion
have been received for this time period Further, a review of routine
radiation surveys, swipes, and personne! dosimetry during the course of ou
'nvestigation did not reflect any abnormalities.

Although we recognize that
the pharmacist was not approved by NRC kKegion I[Il as an authorized user at the
Cincinnati pharmacy unti) September 26, 1989, we wish to point out that she
had completed the requisite classroom and laboratory training on July 10,
1989. This training was certified on August 29, 198, by Stanley Shaw, Ph
Professor of Nuclear Pharmacy, Purdue Jniversity
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In addition to facility licenses, the following personne! licensing
requirements exist:

Home Health Care

- Registered Nurses in the state where the fecility is located.

- Potential nursing registration in a state which is different
thar where the facility 1s located, if nursing care is
delivered,

- Registered pharmacists in the state where the facility 1s
locate,

= Potential pharmacist registration in & state where an
"out-of-state" facility license is held.

Nuclear Pharmacy

- Registered pharmacists in the state where the facility is
located.

- Potential pharmacist registration in a state where an
"out-of-state" facility license is held.

= Authorized user status by the NRC or the State Radiological
Health Department at the licensed facility.

we remind all managers that the pharmacy must conduct business at
all times, including on-call, with the a
on site, urthermore, we expect t p rnJdrses, an
avthorized users of radiocacrive material will perform their duties
tn full compliance with the requirements and limitations of their
respective facility and personal licenses,

The operation of a pharmacy at any time without appropriate licensed
or authorized personnel on site is a serious violation of regulatory
requirements which may result in disciplinary action against the
managers and the individual depending on the circumstances. Such
violations can also result in regulatory actions being taken against
the company and the involved individual(s).

An inability to staff a pharmacy without appropriately licensed
personnel on site, in the short or long term, should be immediately
brought to the attention of Regional and Corporate Management.

Please discuss this directive with all professional staff and ensure
that it is understood.

[f there are 7ay questions by you or any members of your staff, please
contact me,
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Facility and Personnel Licensing

[t has come to our attention that a few Roche Professional Service
Centers Inc. (RPSC) facilities have operated on occassion without
appropriate licensed personnel. Namely pharmacists have worked
alone without being completely licensed 1in the state, or an
authorized user was not present on site when radioactive materials
were handled. These vioiations of regulatory requirements have
occured during routine shift operations and on “on call" periods.

when performing SAT inspections at RPSC facilities, please perform
a specfic review of the appropriateness of personne! licensing.
The most opportune time for this problem to occur is during facility
start up and hiring of new employees. However, an evaluation
of routine shift should be conducted,

In the future, please provide specific commentary in your audit
reports that you have performed an evaluation of personnel
licensing, Please notify me immediately if any discrepancies
are detected,

[f there are any questions, please contact me.
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