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ATTENTION: DAVID MICHAEL MUDD, M.D.

SUBJECT: Docket Number: 030-14539
License Number: 56-18134-01
Plan File Date: 15-0CT-93 |
Region Number: 4 |

Dear Dr. Mudd:
|
'

This refers to the review of your written Quality Management Program
(QMP) submitted in accordance with 10 CFR 35.32. A review of the QMP
was performed to determine whether policies and procedures have been
developed to meet the objectives of the rule. Based on this submiss-
ion, there appear to be significant weaknesses ar.d potential substan-
tial failure of your QMP to meet the objectivet in 10 CFR 35.32 in
that:

i

|
Regarding I-125 and for I-131 > 30 microcuries

i

1

1 A footnote to 10 CFR 35.32(a)(1) provides that an oral revision to |

a written directive is acceptable if, because of the patient's
condition, a delay in order to provide a written revision to an
existing written directive would jeopardize the patient's health.
Oral revisions must be documented immediately in the patient's
record and a revised written directive must be signed and dated by
an authorized user or physician under the supervision of an
authorized user within 48 hours of the oral revicion. Please
include such a policy in your QMP.

2 If, because of the emergent nature of the patient's condition, a
delay in order to provide a written directive would jeopardize the
patient's health, an oral directive will be acceptable provided
that the information provided in the oral directive is documented
immediately in the patient's record and a written directive is
prepared within 24 hours of the oral directive. Please include
such a policy in your QMP.

3 Revisions to written directives may be made for any diagnostic or
therapeutic precedure provided that the revision is dated and

18f, c
, , , - .

,J-c. v o . O t; f g

9406240037 940616 -

PDR ADOCK 03014039C pyg |7
-



. _ _ _ . _ . . . _ _. . - _ _ _ - _ _ _ _ - _ _ _ _ _

|

|

2

prepared within 24 hours of the oral directive. Please include
such a policy in your QMP.

3 Revisions to written directives may be made for any diagnostic or
therapeutic procedure provided that the revision is dated and
signed by an authorized user prior to the administration of the
radiopharmaceutical dosage. Your QMP must include a policy /
procedure that requires that revisions to written directives will
be made prior to administration,

l

4 The dosage should be confirmed by the person administering the |

radiopharmaceutical to verify agreement with the written directive; I,

that is, the dosage should be measured in the dose calibrator and |

the results compared with the prescribed dosage in the written l

directive. Please provide such (or similar) procedures in your
QMP.

5 Describe your procedures to evaluate the effectiveness of the QMP,
and, if necessary, to make modifications to meet the oojectives of
the program as required by 10 CFR 35.32 (b)(2).

6 Please provide assurance that modifications to your QMP will be
submitted to the NRC within 30 days after the modification has
been made as required by 10CFR 35.32(e).

To meet the requirements in 10 CFR 35.32, you may choose to utilize !

the procedures described in Regulatory Guide 8.33(enclosed), or submit
procedures that are equivalent. If you choose to use Regulatory Guide
8.33, be certain that the procedures you select are adjusted to meet
the specific needs of your program as necessary. Additionally, you
are reminded that training and/or instruction of supervised indivi- J
duals in your QMP is required by 10 CFR 35.25.

'

Due to the apparent failure of your written QMP to meet the objectives
in 10 CFR 35.32, you must immediately modify your written QMP to |

address the items listed above, and provide those modifications to
your NRC regional office within 30 days of the date of this letter.
NRC will review these matters during your next routine NRC inspection
to determine whether violations of NRC requirements have occurred.
Enforcement action may be taken at that time for failure to meet the
requirements of 10 CFR 35.32.

Please be advised that this QMP will not be incorporated into your
license by condition. This allows you the flexibility to make changes
to your quality management program without obtaining prior NRC
approval. When modifications are made to your program, You should
submit any changes to your QMP to this Office within 30 days as
required by 10 CFR 35.32(e).
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Your QMP was reviewed by an NRC contractor following a standard review plan
and related checklist provided by the NRC staff. This letter outlining the
findings of that review was prepared by the contractor utilizing standard
paragraphs previously reviewed and approved by NRC headquarters and regional
management.

Thank you for your cooperation in this matter. If you have any
questions, please call me at 510-975-0249.

Sincerely,

}% $*
James L. Montgomery
Senior Matorials Specialist
Materials Branch
Region IV, WCF0
Walnut Creek, California 94596

Enclosures: Regulatory Guide 8.33
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Guam Memorial Hospital Authority
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