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EXECUTIVE SUMMARY 
 

Ohio Valley Medical Center 
NRC Inspection Report No. 03012498/2009001 

 
On June 17, 2009, a routine unannounced safety inspection was conducted.  During the 
inspection, the inspectors observed a high dose-rate remote afterloader (HDR) treatment where 
the authorized user (AU) was not physically present during continuation of the treatment as 
required by 35.615(f)(2).  During subsequent telephone conversations, the inspectors concluded 
that the physical presence violation likely occurred on other occasions as well.  In addition to the 
apparent physical presence violation, three other Severity Level IV violations were identified 
during the inspection:  i) the full calibration measurements of an HDR unit for medical use failed 
to include a determination of timer linearity over the typical range of use, as required by 10 CFR 
35.633(b)(5); ii) failure to conduct a semi-annual physical inventory of a Strontium-90 sealed 
source that is in your possession, as required by 10 CFR 35.67(g); and iii) failure to have written 
directives dated and signed by a physician authorized to administer Iodine-131 (I-131) sodium 
iodide greater than 1.1 megabecquerels (30 microcuries), as required by 10 CFR 35.40.
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REPORT DETAILS 
 

I. Organization and Scope of the Program 
 

a. Inspection Scope 
 

The inspectors reviewed the organization and scope of licensed activities including the 
nuclear medicine and high dose rate remote afterloader (HDR) programs.  Information 
was gathered through observations of day-to-day operations, interviews with staff, tours 
of the facilities, and review of records. 
 

b. Observations and Findings 
 

The licensed program includes a full range of nuclear diagnostic and therapeutic 
procedures permitted by 10 CFR 35.100, 200, 300, 400, and 600. 
 
Radiation Oncology performs mammosites, vaginal cylinders, tandem ring, lung, 
esophagus, and rectum therapy treatments using an HDR unit.  The majority of the 
treatments are mammosites.  There have been eight treatments performed in 2009.  The 
Radiation Safety Officer (RSO) is also the Authorized Medical Physicist (AMP). The 
licensee has one physician authorized (AU) to perform HDR treatments.  The daily spot 
checks are performed prior to each use as required by 10 CFR 35.643.  Console keys 
and HDR unit are secured when not in use.  The AU and the AMP participate annually in 
emergency drills involving the HDR unit.  No manual brachytherapy has been performed 
since 2007.  The Strontium-90 sealed source is in storage.   
 
Upon arrival in the Radiation Oncology Department on June 17, 2009, the inspectors 
were informed that a patient was currently undergoing an HDR treatment.  The 
inspectors requested to observe the treatment.  During the observation, the inspectors 
noticed that the only person physically present at the console was the AMP/RSO.  The 
inspectors asked the RSO if the AU was present.  The RSO stated that AU was there for 
initiation of treatment, but then had to leave for a meeting.  The inspectors inquired if 
there was a physician under the supervision of the AU who is typically present when the 
AU leaves. The RSO answered “no.”  10 CFR 35.615(f)(2)(ii) requires for HDR units that 
an AMP and either an AU or a physician, under the supervision of an AU, who has been 
trained in the operation and emergency response for the unit, to be physically present 
during continuation of all patient treatments involving the unit.  Contrary to the above, an 
AU, or a physician under the supervision of an AU, was not physically present during 
continuation of all patient treatments.  Specifically, on June 17, 2009, during an HDR 
treatment, the AU was not physically present and was outside the Radiation Oncology 
Department.  During a follow-up telephone conversation with the AU, the AU stated that 
he is typically physically present for the initiation of the HDR treatments, but not during 
continuation of the HDR treatments.  The AU stated that he remains within the Radiation 
Oncology Department, seeing other patients or working in his office, but does not remain 
within “hearing distance of normal voice” to the HDR console.  Therefore, the inspectors 
concluded that the physical presence violation occurred on multiple occasions. 
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During a review of the licensee’s HDR calibration records, the inspectors identified that 
from 2007 until September 2008, timer linearity was routinely performed over a range of 
two minutes, but no records could be produced for 2009.  On June 22, 2009, the licensee 
faxed over timer linearity records for February 2, 2009 (going out to five minutes) and 
June 17, 2009 (going out to three and a half minutes).  The licensee primarily performs 
mammosite treatments with treatment times of five to ten minutes.  10 CFR 35.633(b)(5) 
requires that full calibration measurements of a remote afterloader unit for medical use 
include determination of timer accuracy and linearity over the typical range of use, which 
in this case is ten minutes.  Upon the identification of this violation by the inspectors, the 
AMP performed the timer linearity going out to ten minutes.  The results indicated that 
the timer was linear. 
 
While examining inventory and leak test records of the Strontium-90 sealed source, the 
inspectors determined that an inventory had not been conducted since September 2008. 
10 CFR 35.67(g) requires that a licensee in possession of sealed sources or 
brachytherapy sources, except for gamma stereotactic radiosurgery sources, shall 
conduct a semi-annual physical inventory of all such sources in its possession.   
 
Nuclear Medicine performs a wide range of diagnostic studies.  The isotopes used at this 
facility are:  Technetium-99m (Tc-99m) (unit doses and bulk), Xenon-133 (Xe-133), 
Iodine-123 (I-123), and Iodine-131 (I-131) (capsules).  One generator (1Ci) is received 
bi-weekly.  All unit doses (Tc-99m) are assayed with a dose calibrator prior to 
administration.  Approximately 20 diagnostic studies are performed weekly.  Nuclear 
Medicine has one full time and one part time technologist, three cameras, and one 
treadmill. 
 
Therapeutic I-131 procedures are performed on a quarterly basis.  Patients who are 
administered radioactivity are released in accordance with the guidance included in NRC 
Regulatory Guide 8.39, “Release of Patients Administered Radioactive Materials.”  The 
inspectors reviewed written directives and determined that six were not signed and dated 
by a physician authorized to administer I-131 sodium iodide greater than 
1.1 megabecquerels (MBq) (30 microcuries), as required by 10 CFR 35.40.  Specifically, 
two physicians, who are currently authorized only for 35.100 and 35.200, signed and 
dated written directives for 35.300 uses.  These physicians were not under the direct 
supervision of an AU of 35.300 materials.  One physician was requested to be authorized 
for 35.300 in 1993 and had I-131 experience, but did not meet the casework 
requirements at that time.  He would meet the current requirements to be authorized for 
35.392, oral sodium iodide I-131 in quantities less than or equal to 1.22 gigabecquerels 
(33 millicuries).  The other physician was added onto the license in 2002 for 35.100 and 
35.200, but was not requested for 35.300.  At that time, a preceptor statement from a 
broad scope medical license physician was submitted saying he was qualified for 35.300, 
but no casework was submitted.  The inspectors requested copies of the casework 
during a June 29, 2009, telephone conversation, but were told that the broad scope 
medical license does not keep copies of the casework and the physician in question did 
not keep any copies either.  The licensee intends to get these two physicians authorized 
for 35.300 once they can document the casework required by 10 CFR 35.390(b)(1)(ii)(G). 
Two physicians from Ohio Valley Medical Center that are authorized to use 10 CFR 
35.300 reviewed the six administrations and determined that each case was medically 
necessary.    
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c. Conclusions 
 

During the inspection, four apparent violations were identified and one is being 
considered for escalated enforcement.  The apparent violations include:  i) failure to have 
an AU or a physician, under the supervision of an AU, who has been trained in the 
operation and emergency response for the unit, physically present during continuation of 
all patient treatments involving the unit, as required by 35.615(f)(2); ii) the full calibration 
measurements of a remote afterloader unit for medical use failed to include a 
determination of timer linearity over the typical range of use, as required by 10 CFR 
35.633(b)(5); iii) failure to conduct a semi-annual physical inventory of a Strontium-90 
sealed source as required by 10 CFR 35.67(g); and iv) failure to have written directives 
dated and signed by a physician authorized to administer I-131 sodium iodide greater 
than 1.1 megabecquerels (MBq) (30 microcuries), as required by 10 CFR 35.40. 

 
d. Corrective Actions 
 
 The licensee has implemented the following corrective actions: 
  

i) The AU and AMP will maintain a physical presence within 10 feet of the console, 
within range of a normal speaking voice during the initiation and continuation of 
an HDR treatment. 

 
ii) Retrain staff on Quality Management Program compliance. 
 
iii) The names of the physician AUs for 35.300 are listed on the front of the Quality 

Management Program binder.  
 

iv) A 35.300 column will appear on the patient log. The technologist is required to 
choose an authorized user from the column. 

 
v) The Chief technologist will verify and document any oversight of the 35.300 

program in the Quality Management Program binder on a weekly basis.  This will 
include reviewing all written directives to determine that they were signed by the 
appropriate AUs and were filled out in accordance with 10 CFR 35.40. 

 
vi) Will request to authorize the two physicians for 35.300 once they can document 

the casework required by 10 CFR 35.390(b)(1)(ii)(G). 
 

vii) Full calibration of the HDR will include a determination of timer linearity up to ten 
minutes. 

 
II. Exit Meeting 

 
A preliminary exit meeting was conducted at the conclusion of the onsite inspection 
on June 17, 2009, and the final exit meeting was conducted by telephone on August 5, 2009. 
The licensee acknowledged the inspectors’ findings. 
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PARTIAL LIST OF PERSONS CONTACTED 
 

Licensee 
 
* Yong K. Park, Ph.D., Radiation Safety Officer/Authorized Medical Physicist  
*# Bernie Albertini, Assistant Administrator         
* James Hess, Chief Therapist 
Victoria Novick, Administrative Director, Radiology 
Mark C. Kenamond, M.D., OVMC Authorized User 
Gurijala N. Reddy, M.D., OVMC Authorized User 
James Patrizi, M.D., OVMC Authorized User 
Vincent P. Almario, Jr., M.D., OVMC Authorized User 
 
 
NRC 
 
* Michelle Simmons, NRC Region I, Health Physicist 
* Janice Nguyen, NRC Region I, Health Physicist 
# Sandra Gabriel, Ph.D.  NRC Region I, Senior Health Physicist 
 
 
 
* Present at the June 17, 2009, site inspection debrief 
# Participated in the August 5, 2009, final inspection debrief conducted by telephone 
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