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UNI TED STATES
NUCLEAR REGULATCRY COVM SS|1 ON
OFFI CE OF I NSPECTI ON AND ENFORCENMENT
VASHINGTON, D.C. 20555

April 17, 1984

|E INFORMATION NOTICE NO. 84-27: RECENT SERIOUS VIOLATIONS OF NRC REQUIRE
MAENTS BY MEDI CAL LI CENSEES

Addr essees:

All byproduct materials licensees authorized to possess and use byproduct
materials i ninstitutional medical prograns.

Pur pose:

To bring to the attention of medical licensees the large number of recEnt cases
involving serious violations of NRC license conditions, to point out the commi on
causes of these violations, and to describe their consequences.

Di scussi on:

From January 1to December 1, 1983 there have been 26 cases in which the NRC
has takcen escalated enforcemei.t action against byproduct materials licensees.
Nineteen of these cases involved a civil Penalty, six involved Orders to
suspend the |icense or to show cause why the |icense should not be revoked.
and one involved both a suspension Qrder and a civil penalty.  These escal ated
enforcement actions were taken hecause various serious violations of NRC license
requirements occurred.  These violations included employees being overexposed
to radiation, members of the public being unnece~ssarily exposed to radiation,
and public property being contaminated with radioactive material. In addition,
the tinancial consequences to the affected licensees have been significant
because of the loss of income from the payment of civil penalties,” the cost of
decontaminating property, and tie suspension or revocation of the license.

An analysis of the causms of these escalated enforcement cases shows that
there were three common causes for the serious violations and their con
sequences.  These causes were:

i it f the |icense.
VY P3| UFE 18 [ PaPnaBHpHBPERs! 3, hRC SORT T A0S T e, L1 cens i ncluding the
radiation safety procedures that are incorporated into the |icense.

(3) Failure to cointrol operations including failure of |icensee enpl oyees t o
fol l ow approved radiation safety procedures.

6403140273s
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Attached are summaries of three medical licensee cases. They illustrate the
causes and consequences of the serious violations that the NRC has found during
inspections of this class of byproduct materials |icensees.

One of the principal causes of violation5 isthe fact that some licensees are
not cognizant of all the conditions of their license. NRC has found during

i nspections that some |icensees have never read the license or have little
understanding of its conditions. Conditions and comm trents inthe license
form the basis for the issuance of the license, and are necessary to protect
the health and safety of the public. NRC therefore, expects licensees to
abide with all the conditions and comnitments of their Iicense.

Two other principal causes of violations are the failure to properly train
the workforce and the failure to control the radiation-safety *spects of the
licensee's operation. Licensee management i s responsible for ensuring that
enpl oyees receive proper training, that the proper radiation nonitoring

i nstrumentation and personnel dosinetry isavailable and used, and that

enpl oyees conply fully with all the provisions of the license and associated
radiation safety procedures.

The licensee's responsibility for control of its operations also extends to
consul tants and contractors. |ncertain circumstances the NRC encourages
licensees to seek qualified assistance when the |icensee does not possess
the necessary experience, training. equipment, or personal dosinetry to
perform particular activities; e.g., to handle problems arising from an
accident or unusual occurrence. However, the responsibility for the safety

clnf the operations and conpliance with NRC requirenents remains wWith the
i censee.

Li censees shoul d review the conditions of their license to ensure that they
understand their responsibilities under the license. This should include

an exam nation of the details of their radiation safety programto verify
that the program conplies with all requirenents. As a result, | i censees can
avoi d the serious consequences to their enployees and the public and the
significant financial costs that can result from failure to fol I ow NRC

requt renenti

No response to this information notice isrequired. |fyou have any
questions regarding this matter, please contact the Adninistrator of the
appropriate Regional Office or this office.

J. Nelson Grace, Director
Division of Quality Assurance,

Saf equards, and Inspection Progranms
Office of Inspection and Enforcenent

Techni cal Contacts: Metzger, RE (301) 492-4947

J. R
E. D. Flack, RE (301) 492-9823

Attachnents:
1. Sel ectEd Cases Involving Serious
Viol ations of NRC Requirements
2. List of Recently Issued | E"nformation Notices
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CASE A

Twelve violations were found at ahospital including five that were sinilar
to violations that had been found during the previous inspection. The nost
significant violations are listed bel ow.

Violations

1. Therapeutic sealed sources were used on patients over a three-year
period without authorization.

2. Unauthorized physicians were using radioactive materials.
3. Patients were not surveyed after sources were implanted.

4. Nurses assigned to brachytherapy patients were not issued film
badges or thernol uninescent dosineters.

Causes

1. Licensee management and employees did not read and understand the
conditions of the license.

2. Licensee managenent and enpl oyees did not adequately control the Iicensed
activities of the hospital.

Consequence

1. Potential overexposure to patients and the hospital staff because of
failure to observe necessary safety procedures.

Enf or cement

NRC inposed a civil penalty of $2,500 which the Iicensee paid.
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CASE B

Twel ve violations were found at a hospital including two that were similar to
violations that had been found during a previous inspection. The nost signi
ficant violations are |isted bel ow

Viol ations

1. The licensee failed to perform surveys for releases of Xenon-133 to
to unrestricted areas.

2. Trash containing 70 micr-)curies of iodine-125 was released to a sanitary
landfill.

3. The licensee failed to report a diagnostic misadministration to the NRC

4. The licensee failed to leak test brachytherapy sources at six nonth
intervals.

5. Some workers failed to wear disposable gloves while handl i ng radio
phar maceutical s.

6. Astudent did not wear TLD finger rings while preparing radiopharma
ceuticals.

7. An individual admitted pipetting by mouth radiopharmaceuticals containing
phosphor ous- 32.

Causes

1. Licensee managment and employees did not adequately control licensed
activities at the hospital.

2. Workers were not adequately trained in the conditions of the license.

Consequence

1. Potential for unnecessary exposure and contanination spread to hospi t al
workers and muibers of the general public.

Enforcemnt

NRC I'nposed a civil penalty of $2,500 which the Iicensee paid.
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CASE C

Seven violations were found at a hospittl during aroutine inspection. The
most significant violations are listed bel ow.

Violations

1. For over anonth, two 50 nillicurie cesil-11137 brachytherapy sources
were |eft inunlocked shields on atransnort cart. The unlocked shiel ds
containing at |east one of the sources were left unsecured i npatients'
roei  for three days.

2. Cesium 137 sources that had been renoved froma patient were left in

unl ocked shields on an unattended cart i nan unl ocked patient's room,
No one had been assigned responsi;)ility for the sources.

Causes

1. Management and employees of the hospital did not adequately control the
licensed material and follow required procedures.

Cons-nuence

1. A50 millicurie Cesium-137 source was |ost or stolen resulting in potential
unnecessary radiation exposures to patients, hospital personnel, and memers
of the public.

Enf or cement

NRC inposed a civil penalty of $2,000 which the |icensee paid.



Information
Notice No.

84-26

84-25

84-24

84-23

84-22

84-21

84-05

84-20

LIST OF RECENTLY ISSUED
IE INFORMATION NOTICES

Subject

Recent Serious Violations of
NRC Requirements by Moisture

Density Gauge Licensees

Recent Serious Violations of

NRC Requirements by Radio

graphy Li censees

Physical Qualification

Individuals to Use Respira

of

tory Protective D.vices

Results of the NRC Sponsored

Qualification Methodology

Research Test on ASCO Sole

noid Val ves

Deficiency in CONSIP,
Standard Bed Catalyst

I nadequat e Shut down Margin

Exerci se Freguency

Service Life in Safety
Related Systems

U a Qperating license
CP a Constructlon Perm t

Inc.

Date of
| ssue

04/16/84

04/16/84

04/05/84

04/ 05/ 84

03/29/84

03/ 28/ 84

03/ 28/ 84

03/21/84
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April 17, 1984

ssued t o

Byproduct materials

| icensees who possess
and use byproduct
materials In noisture
density gauges and
manufacturers who
distribute devices

Radiography Licensees
and Manufacturers who
distribute devices
that incorporate
seal ed sources

Al'l power reactor
facilities holding

an COL or CP; research
and test reactors,
fuel facilities and
Priority | material
licensees

All power reactor
facilities holding
an OL or CP

All power reactor
facilities hnlding
an OL or CP

All  power reactor
facililties hol ding
an OL or CP

All power reactor
facilities holding
an OL

All" power reactor
facl ities holding
an OL or CP
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