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

February 8, 2011

Docket Nos. 03020233 License Nos. 47-23066-02
03036074 47-23066-03

Stephen L. Tancin

Vice President

West Virginia University Hospitals, Inc.
Medical Center

P.O. Box 9006

Morgantown, WV 26506-9006

SUBJECT: NRC INSPECTIONS REPORT NOS. 03020233/2010001 AND
03036074/2010001, WEST VIRGINIA UNIVERSITY HOSPITALS, INC. (WVUH),
MORGANTOWN, WEST VIRGINIA

Dear Mr. Tancin:

On June 8-11 and September 8, 2010, Penny Lanzisera of this office conducted a safety
inspection at the above address of activities authorized by the above listed NRC licenses. 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. Additional information provided in your correspondence dated July 16 and 21, and
October 12, 2010, was also examined as part of the inspection. A medical consultant was
retained by the NRC to assist in a review of your prostate brachytherapy program. The results of
the inspection were discussed with you and other members of your organization at the
conclusion of the inspection on February 8, 2011, and are described in the enclosed report.

Based on the results of this inspection, four apparent violations of NRC requirements were
identified. Specifically: (1) WVUH did not notify the NRC Operations Center no later than the
next calendar day after the discovery of a medical event involving a microsphere treatment on
January 20, 2010, as required by 10 CFR 35.3045(c); (2) written directives prepared for
prostate brachytherapy implants are signed, but not dated, by the authorized user and a written
directive prepared and signed on August 3, 2009, did not include the prescribed dose, as
required by 10 CFR 35.40; (3) WVUH did not perform proper calibration of the dose calibrator at
the Heart Institute that included all geometries used, in accordance with the manufacturer’s
instructions and as required by 10 CFR 35.60(b); and (4) the WVUH Radiation Safety
Committee inappropriately authorized an authorized user for the use of all unsealed sources for
therapeutic use under 10 CFR 35.300, when the authorized user had only received and
documented training and experience for use of iodine-131 only, in violation of Condition 12.B. of
License No. 47-23066-02.

Because the NRC has not made a final determination in this matter with respect to the apparent
violations, a Notice of Violation is not being issued at this time. You will be advised by separate
correspondence of the results of our deliberations.
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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. The current NRC 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).

No reply to this letter is required. Please contact Penny Lanzisera at (610) 337-5169 if you have
any questions regarding this matter.

Sincerely,

Original signed by Marc Ferdas
Marc S. Ferdas, Chief

Medical Branch

Division of Nuclear Materials Safety

Enclosure:
Inspection Report Nos. 03020233/2010001 and 03036074/2010001

cc:
Nasser Razmianfar, Ed.D., Radiation Safety Officer
State of West Virginia
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