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After consideration of the Licensee’s response and the statements
of fact, explanation, and argument for mitigation contained
therein, the NRC staff has determined, as set forth in the
Appendix to this Order, that: (1) the viclations did occur as
stated in the Notice, and (2) the penalty proposed for the
viclations designated in the Notice should be imposed.

IV

In view of the foregoing, and pursuant to Section 234 of the
Atomic Energy Act of 1954, as amended (Act), 42 U.S8.C. 2282, and
10 CFR 2.205, IT 15 HEREBY ORDERED THAT:

The Licensee pay a civil penalty in the amount of
$2,000 within 30 days of the date of this Order, by
check, draft, money order, cr electronic transfer,
payable to the Treasurer of the United States and
mailed to the Director, Office of Enforcement, U.S.
Nuclear Regulatory Commission, ATTN: Document Control
Desk, Washington, D.C. 20885,

The Licensee may reguest a hearing within 30 days of the date of
this Order. A regquest for a hearing should be clearly marked as
a "Request for an Enforcement Hearing" and shall be addressed to
the Director, Office of Enforcement, U.S, Nuclear Regulatory
Commission, ATTN: Document Control Desk, Washington, D.C. 20855,
Copies also shall be sent to the Assistant General Counsel for
Hearings and Enforcement at the same address and to the Regional
Administrator, NRC Regien I, 475 Allendale Road, King of Prussia,
Pennsylvania 19406,
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If a hearing is requested, the Commission will issue an Order
designating the time and place of the hearing. 1f the Licensee
fails to request a hearing within 30 days of the date of this
Order, the provisions of this Order shall be final and effective
without further proceedings. If payment has not keen made by
that time, the matter may be referred to the Attorney General for
collection,

In the event the Licensee requests a hearing as provided above,
the issues to be considered at such hearing shall be:

(a) whether Violation A occurred as set forth in the Notice
referenced in Section Il above, and,

() whether, on the basis of such violation, and Violation B as

set forth in the Notice and admitted by the Licensee, this Order
should be sustained.

FOR THE NUCLEAR REGULATORY COMMISSION

es Lieberman, Director
fice of Enforcement

Datea élfockvillo, Maryland
this é day of January 1993
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AFPENDLX
EVALUATIONS AND CONCLUSION

On August 21, 1992, a Notice of Viclation and Proposed Imposition
of Civil Penalty (Notice) was issued for two violations
identified during an NRC inspection on May 27-28, 1992, at
Baystate Medical Center, Inc. (licensee). The licensee responded
to the Notice on September 10, 1992. The licensee indicated that
one of the two violations (Viclation A), as stated, was
incorrect., The licensee also requested mitigation of the civil
penalty. The NRC’'s evaluations and conclusions regarding the
licensee’'s reguests are as follows:

1. Restatement of Violation A

10 CFR 35%.32 reguires, in part, that the licensee establish
and maintain a quality management program which must include
written policies and procedures to meet the objective that a
written directive be prepared for any administration of
gquantities greater than 30 microcuries of iodine-131.

10 CFR 35.2 defines a written directive as an crder in
writing for a specific patient, dated and signed by an
authorized user prior to administration of a
radiopharmaceutical and containing certain information
including, for lodine~131, the dosage.

Contrary to the above, as of May 18, 1992, the licensee’'s
gquality management program did not include a written
procedure to meet the objective that a written directive
signed by an authorized user be prepared for administration
of guantities greater than 30 microcuries of iodine-131;
and, on May 18, 1992, a licensee technologist administered
4.1 millicuries of iodine-131 to a patient without a written
directive being reviewed or signed by an authorized user
pricr to the administration.

Summary of Licensee Response to Violation A

In its responses, the licensee states that Violation A is
incorrect. The licensee contends that its QM program as
submitted dyes contain the regquirement that a written
directive be signed by an authorized user for administration
of iodine~131 for activities of 30 microcuries to 250
millicuries., The licensee provided a copy of the QM program
procedure with its response. In addition, the licensee
contends that the only clear violation that occurred is that
the technologist did not obtain the authorized user’s
signature before administration of 4.1 millicuries of
iodine~131.
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history. The NRC further acknowledges the licensee’s
efforts to implement the QM program, its excellent record,
and its identification and correction of problenms.

In this case, however, the violations resulted in a
misadministration and involved a radiation exposure to the
thyroid gland that was more than 50% greater than the
intended radiation exposure for the thyroid uptake procedure
that wag being conducted at the time. Therefore, in
accordance with the NRC Enforcement Policy, Supplement
VI.B.3, these violations constitute a Severity Level 11
problem. Consistent with the guidance set forth in Section
VI.B.,2 of the Enforcement Policy, notwithstanding the normal
application of the civil penalty adjustment factors, a civil
penalty of at least 50% of the base amount is warranted for
Severity Level I and I violations invelving overexposures.

The licencea argues that the issue of an overexposure should
be considered in the context of the clinical outcome to the
patient. 1In this case, the radiopharmaceutical dosage (and,
concomitantly, the radiation dose) administered to the
patient for the thyroid uptake procedure was approximately
250 times the intended dosage for that procedure. A thyroid
uptake procedure is dcne to determine the disease status of
the thyroid gland and to determine, among other things, if a
much larger, therapeutic dosage of the radiopharmaceutical
should be administered and if so, how much. The fact that
the patient was subsequently shown to need the much larger,
therapeutic dosage did not enter into NRC's deliberations on
the c¢ivil penalty, nor should it, as that circumstance was
purely fortuitous.

NRC Conclusion

The NRC staff concludes that the violations did occur as
stated and that the l.censee has not provided an adequate
basis for further mitigation or reduction of the civil
penalty. Accordingly, the proposed civil monetary penalty
in the amount of $2,000 should be imposed.
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