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Apparent Violation No. 1

The licensee failed to develop adequate
written procedures to provide high
confidence that each prostate seed implant
administration was in accordance with the
written directive as required by Title 10 Code
of Federal Regulation (CFR) 35.41(a)(2). As a
result this led to 97 reported medical events.
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Apparent Violation No. 2

The licensee failed to develop procedures
that address methods for verifying that the
administration is in accordance with the
treatment plan and written directive as
required by 10 CFR 35.41(b)(2). Specifically,
the procedures did not include alternate
methods to verify that the treatment was in
accordance with the written directive when
the normal verification method was
unavailable. As a result, the licensee did not
perform post-treatment dose verifications for

16 patients from November 2006 to December
2007.
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Apparent Violation No. 3

The licensee failed to develop procedures
that address methods for verifying that the
administration is in accordance with the
treatment plan and written directive as
required by 10 CFR 35.41(b)(2). Specifically,
the licensee’s procedures did not address
reviewing both the applicable treatment plan
and the written directive. As a result, for a
treatment on May 5, 2008, the wrong seed
activity was implanted.
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Apparent Violation No. 4

The licensee failed to instruct supervised
individuals regarding identification and
reporting requirements for medical events as
required by 10 CFR 35.27(a)(1). Two medical
physicists, who were supervised individuals,
did not receive training on identification and
reporting requirements for medical events.
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Apparent Violation No. 5

The licensee failed to instruct an authorized
physician user regarding his responsibility to
promptly report to the licensee, any condition
which may lead to or cause a violation of the
Commission regulations as required by 10 CFR
19.12(a)(4). Specifically, the licensee failed to
provide the physician instructions for

identifying and reporting medical events.
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Apparent Violation No. 6

The licensee failed to notify the NRC
Operations Center by telephone no later
than the next calendar day after discovery
of a medical event as required by

10 CFR 35.3045(c). The licensee had
sufficient information available at the
completion of the prostate treatments

to make the determination that numerous
medical events occurred.
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Apparent Violation No. 7

The licensee failed to record the total
dose, the number of sources implanted,
and the total source strength on a
written directive as required by 10 CFR
35.40(b)(6)(ii).




United States Nuclear Regulatory Commission

Protecting People and the Environment

Apparent Violation No. 8

The licensee failed to provide complete and
accurate information in accordance with

10 CFR 30.9(a) in several 15-day written
reports to the NRC as required by
10 CFR 35.3045(d).
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Area of Concern No. 1

Inadequate quarterly audits of the
brachytherapy program by the
radiation safety staff. As an example,

the audits indicated that written
directives were in full compliance;
however, the administered dose was
not in accordance with the written
directive and pre-treatment plan.
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Area of Concern No. 2

Failure of the Radiation Safety Committee
to take action regarding computer interface
problems that prevented post-treatment

dose verifications from being performed
from November 2006 to December 2007.
The licensee continued to treat patients
during this time period.
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Area of Concern No. 3

The annual audits of the Radiation
Safety Program conducted by the
Radiation Safety Officer for 2006 and

2007 were not finalized and provided to
the Radiation Safety Committee for
review and approval.
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Area of Concern No. 4

The licensee lacked a safety culture for
reporting radiation safety concerns
associated with the brachytherapy

program to appropriate individuals.
For example, two medical physicists
failed to express their concern

to licensee management and the
Radiation Safety Officer regarding
the quality of the implants performed.
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Area of Concern No. 5

The licensee did not complete the final dose
assessments until October 2009,
approximately one year after the last medical
events were reported. The dose assessment

lacked the rigor and formality required to
demonstrate its commitment to performance
improvements. There was no criteria
established for assessing doses in a
consistent manner, no apparent leadership or
senior management direction to establish
milestones for completing the assessments.
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