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December 1,1994

Mr. James Montgomory
Licensing
U.S. Nuclear Rcgulatory Commisslan
Region V
Nuclear Materials Safety Section
1450 Maria Lane, Sulta 210
Walnut Creek, California 94596

REFER TO: Dockct: 030-13426
Licenso: 50-17838-01
Control: 571953

Dear Mr. Montgomery,

I received a voice mail message from Mr. Ken Prendergast requesting that I rcsubmit
our responso to the notice of violation sent on September 27. Attached is a summary
response.

In further response to that voice mail message, please lot me clarify that my letter of
November 16th did not identify the RSO as bearing any blame for the violations as
apparently laterpreted by Mr. Prendergast. My letter of Novomber 16th statad that a
reason for lho violations was departmentalization of the radiation safoty program
resulting in cxcessive dependence on the RSO. Rather than the RSO bearing any
blame for violations, it is my conclusion that the individual departments and those
oporational managers failed to maintain adequate awarenoss of radiation safetyissues
despite efforts of the RSO. It has been my experience that programs requiring dailyi
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awareness and attention to dotailin multiple locations cannot be adequately \
maintained to the Intended level of the program without the support and tvinforcement \

of those with operational management responsibility. The most exceptional RSO
would be hard pressod to maintain a compliant program without this support.

I hope this clears up the perception that Mr. Prendergast apparently roccived from the
November 16th letter.

Sincarely,

6 V //
Robin Adams
Medical / Surgical / Oncology Director
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SUMMARY RESPONSE TO NOTICE OF VIOLATIONS
(September 27,1994)

i

VIOLATIORA:

1. Ronson for Violation; .,

Since this physician had applied for and roccived practico privileges as a
Radiologist, he assumed that this approvalincluded the authorization to

,

'

administer I-131 of > 30 microcuries, and that any required regulatory paperwork '

was addressed by the Institution.

Corrective Stoos and Results Achieveda2.

Medical Director, Radiology and Administration, Medical Staff OfficeA.
Informed of violation and requirements forlicensure amendments to

authorizo new users.
"

:
Licenso amendment submitted and approval received. 1B.

3. Corrective Steos to Avoid Further Violations; !

!
Future physician applications for practice privileges will result In RSO/RSC review'

for appropriate NRC licensure amondment revisions prior to the initiation of
physician practico.

\
Site and document audits will be randomly done to monitor for complianco with ;

authorized user / supervision regulations.

immediately.
pato When Full Comoriance will bc Achieved;

,

4.

1VIOLATIOKB:
1

1. Reason for Violation:

Previous interpretations of 10 CFR 20.1802 were Incorrectly Interpreted to
indicate that an unlocked " hot lab" door was acceptable bocause it was located}

;

within the confines of a locked door. l

Qg_r_rectiva Stool _tg Avoid Further Violationx2.

A ciphor lock has been placed on the " hot lab" door resulting In appropriato
security through the distribution of the combination only to authorized users.

i

:

! I
i

!

. _

!
'



W
S._EC..1-94THl114:33 PROV.0ANCER THERAPY CTR FAX N0. 9072613665 P.04-

. . -- ;m_
i i

I

3. Corrective Steos ig_ Avoid Further YLolations:

Routine, random audits will be Initiated to monitor compliance with security

status. )

4. gqjg of Full Comoliange; November 30,1994.

VIOL ATION Q:

1. Reason _f.or Violatior1:

Inattention to detall and poor documentation mechanism.

2. Corrective Stoop _and Results Achle_y_ed,

Documentation process enhancod to allow for ease of staff compliance and all
staffinformed of requirements and process. Initial reviewIndicates appropriate
awareness of requirements and consistent hand monitoring and documentation of
same.

3. Corrective Steos lgo Avoid Further Violations:

Random audils will be used to mondor conistent compliance. Stif awareness will
be reinforced through a radiation safety inservice in early December.

4. Qate for Full Compliance: Immediately.

_ Violation D:

Reason for Viola _fion; Innattention to detail.1.

Cormative Steo_S_and Results Achieved,2.

Process of patient venfication identification by the two methods reviewed and
posted for staff reviews.

3. Correctivo Steos_& Avoid Further Violations

Routine audits will be performed to monitor compliance with patient identification
process. Noncompliance with the process will be addressed through the

;

appropriate educational and/or disciplinary process.

4. Qa_tpq gf Comoliarice; immediately.
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