UNITED STATES
NUCLEAR REGULATORY COMMISSION
REGION |
475 ALLENDALE ROAD
KING OF PRUSSIA, PENNSYLVANIA 19406-1415

January 10, 2011

Docket No. 03001303 License No. 07-12153-02
EA-10-267

Gary W. Ferguson

Chief Operating Officer
Christiana Care Health Services
Room 1127 -- MAP 2

4755 Ogletown-Stanton Road
Newark, DE 19718

SUBJECT: NRC INSPECTION REPORT NO. 03001303/2010002, CHRISTIANA CARE
HEALTH SERVICES AND NOTICE OF VIOLATION

Dear Mr. Ferguson:

On November 16 through 19 and November 22, 2010, Janice Nguyen of this office conducted a
safety inspection at Christiana Hospital in Newark, Delaware. Activities at four additional
locations of use listed on the above license in Newark, Wilmington, and Smyrna, Delaware were
also reviewed during the inspection. The inspection was an examination of your licensed
activities as they relate to radiation safety and to compliance with the Commission's regulations
and the license conditions. The inspection consisted of observations by the inspector,
interviews with personnel, and an examination of records. An in-office review of information
provided by Christiana Care Health Services (Christiana) during the on-site inspection continued
through December 14, 2010. The results of the inspection were discussed with Patrick
Grusenmeyer, Senior Vice President of Cancer and Imaging, and other members of your
organization at the conclusion of the inspection on December 15, 2010.

Based on the results of this inspection, and in accordance with the NRC Enforcement Policy, the
NRC has identified two violations of NRC requirements. The first violation involved Christiana’s
failure to conduct operations so that the dose rate in any unrestricted area from external sources
did not exceed 0.002 rem in any one hour as required by 10 CFR 20.1301(a)(2). Specifically,
during in-patient lodine-131 therapy procedures conducted on October 17, 2008, November 17,
2008, April 16, 2009, July 9, 2009, and November 15, 2010, Christiana did not ensure that dose
rates in an adjacent room (an unrestricted area) did not exceed 0.002 rem in any one hour.
Although Christiana staff performed a radiological survey of the adjacent room on these
occasions which indicated that the dose rate limit was not exceeded, Christiana procedures had
directed staff to perform the surveys at a specific location in the room, however that location did
not reflect the highest dose rate. The second violation involved Christiana’s failure to apply for
and receive a license amendment before it changed an area of use identified on the license as
required by 10 CFR 35.13(e). Specifically, as of November 8, 2010, Christiana relocated its
Nuclear Medicine and PET Departments to an area on the same floor but several hallways away
from the previous location which had been specified on the license. A Notice of Violation
(Notice) is enclosed that categorizes these violations as Severity Level IV. These violations are
being cited in the Notice because they were identified by the NRC.

The NRC has concluded that information regarding the reasons for the violations and the
corrective actions taken and planned to correct the violations and prevent recurrence is already
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adequately addressed on the docket in this letter, in your license amendment request dated
November 17, 2010, and in the revised inpatient lodine-131 procedures Christiana submitted
during the on-site inspection. Specifically, the corrective action for the first violation involved
revising your inpatient lodine-131 procedures to have staff conduct surveys at the appropriate
location in the room to determine maximum dose rates. The NRC reviewed the procedure
changes during the onsite inspection. The corrective action for the second violation involved
Christina submitting a license amendment request to the NRC, dated November 17, 2010,
documenting the change in location of the Nuclear Medicine and PET Departments.

In accordance with 10 CFR 2.390 of the NRC’s "Rules of Practice," a copy of this letter, its
enclosure, and your response, if you choose to provide one, will be made available electronically
for public inspection in the NRC Public Document Room or from the NRC document system
(ADAMS), accessible from the NRC website at

http://www.nrc.gov/reading-rm/adams.html. To the extent possible, your response should not
include any personal privacy, proprietary, or safeguards information so that it can be made
available to the Public without redaction.

Current NRC regulations are included on the NRC's website at www.nrc.gov; select Nuclear
Materials; Medical, Academic, and Industrial Uses of Nuclear Material; then Regulations,
Guidance, and Communications Page. The current Enforcement Policy is included on the
NRC's website at www.nrc.gov; select About NRC; How We Regulate; Enforcement; then
Enforcement Policy. You may also obtain these documents by contacting the Government
Printing Office (GPO) toll-free at 1-866-512-1800. The GPO is open from 7:00 a.m. to 6:30 p.m.
EST, Monday through Friday (except Federal holidays).

Please contact Janice Nguyen at 610-337-5006 if you have any questions regarding this matter.

Sincerely,
/RA/

Marc S. Ferdas, Chief
Medical Branch
Division of Nuclear Materials Safety

Enclosure:
Notice of Violation

cc w/enclosure:
Joseph F. Solge, Radiation Safety Officer
State of Delaware
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The NRC has concluded that information regarding the reasons for the violations and the corrective actions
taken and planned to correct the violations and prevent recurrence is already adequately addressed on the
docket in this letter, in your license amendment request dated November 17, 2010, and in the revised inpatient
lodine-131 procedures Christiana submitted during the on-site inspection. Specifically, the corrective action for
the first violation involved revising your inpatient lodine-131 procedures to have staff conduct surveys at the
appropriate location in the room to determine maximum dose rates. The NRC reviewed the procedure changes
during the onsite inspection. The corrective action for the second violation involved Christina submitting a
license amendment request to the NRC, dated November 17, 2010, documenting the change in location of the
Nuclear Medicine and PET Departments.

In accordance with 10 CFR 2.390 of the NRC’s "Rules of Practice," a copy of this letter, its enclosure, and your
response, if you choose to provide one, will be made available electronically for public inspection in the NRC
Public Document Room or from the NRC document system (ADAMS), accessible from the NRC website at
http://www.nrc.gov/reading-rm/adams.html. To the extent possible, your response should not include any
personal privacy, proprietary, or safeguards information so that it can be made available to the Public without
redaction.

Current NRC regulations are included on the NRC's website at www.nrc.gov; select Nuclear Materials;
Medical, Academic, and Industrial Uses of Nuclear Material; then Regulations, Guidance, and
Communications Page. The current Enforcement Policy is included on the NRC's website at www.nrc.gov;
select About NRC; How We Regulate; Enforcement; then Enforcement Policy. You may also obtain these
documents by contacting the Government Printing Office (GPO) toll-free at 1-866-512-1800. The GPO is open
from 7:00 a.m. to 6:30 p.m. EST, Monday through Friday (except Federal holidays).

Please contact Janice Nguyen at 610-337-5006 if you have any questions regarding this matter.
Sincerely,
/RA/

Marc S. Ferdas, Chief
Medical Branch
Division of Nuclear Materials Safety

Enclosure:
Notice of Violation

cc w/enclosure:
Joseph F. Solge, Radiation Safety Officer
State of Delaware
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