
From: Lanzisera, Penny
To: rhumenik@ohiomedphys.com
Subject: Request for Additional Information for Renewal of Ohio Valley Medical Center License
Date: Friday, June 14, 2013 10:14:00 AM

Licensee: Ohio Valley Medical Center
License Number 47-17282-01
Docket Number 03012498
Mail Control No. 580225
 
In order to continue our review of the renewal application, we need the following additional
information:

 
1. Your application and facility diagram did not indicate any use of PET materials, which are

now regulated by the NRC.  Please indicate if there will be any use of PET isotopes (e.g., C-
11, N-13, O-15, F-18, Rb-82), and if so, provide a detailed description of PET facilities,
including shielding calculations.

 
2. Please list the manufacturer and model number for any sealed sources that do not fall under

10 CFR 35.65.
 

3. It appears that your facility may be providing inpatient services.  Please provide a description
of any designated therapy rooms used to house patients (such as shielding, dose
calculations, securing access to surrounding areas, etc.) and how you plan to ensure that
dose rates in the surrounding areas will not exceed 2 millirem in any one hour in accordance
with 10 CFR 20.1301.

 
4. Regarding the description of your facilities and equipment, please clarify the information

listed below.  Please be aware that information (including diagrams) that provide the exact
location of materials or depict specific locations of safety or security equipment should be
marked as “security-related information – withhold under 2.390”:
 

a. Please re-submit scaled facility diagrams of your Nuclear Medicine and Radiation
Oncology Departments (indicate the scale used).  In addition, provide a detailed
description of your hot labs in both departments and indicate the position of each of
the areas described below:

 
                                                               i.        Storage of radiopharmaceuticals;

 
                                                             ii.      Storage of radioactive waste, including decay-in-storage prior to disposal as

nonradioactive waste;
 

                                                            iii.       Preparation and dispensing of radiopharmaceuticals (e.g. lead glass L-
block, etc.); and

 
                                                           iv.       A detailed description of shielding for the dose storage, dose preparation,
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waste storage, and radiopharmaceutical administration areas.
 

b. The areas above and below all the areas of radioactive materials use and/or storage, if
any, in Nuclear Medicine and Radiation Oncology.

 
c. Your letter dated December 27, 2005 included a facility diagram with a fume hood in

the Nuclear Medicine Department that is not indicated in the facility diagram you
submitted.  Please clarify if the fume hood still exists, if it is an area of radioactive
material use and/or storage, and indicate the exact location on the diagram.

 
5. Regarding the description of your high dose rate remote afterloader (HDR) facility, please

clarify the information listed below.  Please be aware that information (including diagrams)
that provide the exact location of materials or depict specific locations of safety or security
equipment should be marked as “security-related information – withhold under 2.390”:

 
a.       Please provide a comprehensive three-dimensional scaled facility diagram

indicating where the HDR unit will be used and the shielding installed.  Indicate the
location, room number, and principal use of each adjacent room or area (e.g.,
office, file, toilet, closet, hallway, exterior), including areas above, beside, and
below the HDR treatment room, including the room elevation height.  In addition,
please indicate whether each room or area is restricted or unrestricted, as defined
in 10 CFR 20.1003.
 

b.      Please provide shielding calculations, with information about the type, thickness
and density of all shielding materials, including walls, floor, ceiling, and viewing
ports to enable independent verification of shielding calculations. Include
information on the maximum “on time” per hour and per week and occupancy
factors used for all adjacent areas.  Include the exact location that the HDR unit will
be used and stored on your facility diagram and indicate the minimum distance to
each wall, the door, the ceiling, and the floor below, when in use. Shielding
calculations must demonstrate compliance with the limits specified in 10 CFR
20.1301.

 
c.        Please identify any locations of penetration through shielded barriers (e.g., HVAC

ducts or cable pass-throughs) surrounding the HDR treatment room and describe
the shielding of the penetrations.

 
d.      Please identify the location of HDR radiation monitors used to indicate source

exposure and indicate whether it will be visible to an individual that enters the
treatment room during source exposure.  In addition, please confirm that back-up
battery testing will be performed on treatment days before patient treatments.

 
e.       Please confirm that extremity monitors will be provided to individuals who may be

called upon to respond to an emergency involving an unretracted or stuck HDR
source.

 



f.        Please provide your HDR periodic spot-checks procedures.  10 CFR 35.12(b)(2)
requires that licensees submit procedures for periodic spot-checks for remote
afterloader units required by 10 CFR 35.643.  Please provide detailed step-by-step
procedures that describe how you will perform each test below and the criteria for
acceptable results:

 
                                                               i.             Electrical interlocks at each remote afterloader unit room entrance;

 
                                                             ii.            Source exposure indicator lights on the remote afterloader unit, on the

control console, and in the facility;
 

                                                            iii.             Viewing and intercom systems (except for low dose-rate remote
afterloader facilities);

 
                                                           iv.             Emergency response equipment;

 
                                                             v.            Radiation monitors used to indicate the source position;

 
                                                           vi.             Timer accuracy;

 
                                                          vii.            Clock (date and time) in the unit’s computer; and

 
                                                        viii.            Decayed source(s) activity in the unit’s computer.

 
In addition, please confirm that if spot-check results indicate the malfunction of
any system, you will lock the control console in the off position and not use the unit
except as may be necessary to repair, replace, or check the malfunctioning system.

 
g.       Please provide your HDR emergency procedures.  10 CFR 35.610 requires that

licensees develop written safety procedures for emergency response for remote
afterloader units.  The actions specified for emergency response should give
primary consideration to minimizing exposure to the patient and healthcare
personnel while maximizing patient safety.  Please submit written safety
procedures that you will implement for emergency response for your remote
afterloader unit, including:

 
                                                               i.             The circumstances when emergency procedures are to be implemented

i.e., when the source cannot be returned to a fully shielded position with
controls from outside the room, when unable to remove the patient from
the radiation field with controls from outside the room, source
decoupling, jammed source or shielding doors, console indicates source is
not retracted or shielding doors are not closed;
 

                                                             ii.            Step-by-step instructions/actions for responding to single and/or
multiple equipment failures and the individual(s) responsible for
implementing each corrective action.  Clearly specify which steps are to



be taken under different scenarios (i.e., exposed source versus a
detached source);

 
                                                            iii.             The process for restricting access to and posting of the treatment area to

minimize the risk of inadvertent exposure; and
 

                                                           iv.             The names and telephone numbers of authorized users, authorized
medical physicists, and the Radiation Safety Officer to be contacted if the
unit or console operates abnormally.

 
h.      Please confirm that your written HDR procedures include procedures for HDR

source exchange. 
 

6. Our understanding is that Mr. Bryon M. Murray, your Radiation Safety Officer (RSO), may be
an outside consultant/contractor. If this is so, please address the following:
 

a.       Describe the control over the radiation safety program that will be delegated so
that the consultant-RSO will be able to exercise authority over authorized users
when confronted with radiation safety problems that require implementation of
corrective actions.
 

b.      Describe the relationship that will exist between the consultant-RSO and your
institutional management regarding expenditure of funds to facilitate the
objectives of your radiation safety program and related regulatory requirements.

 
c.        Identify other commitments of the consultant-RSO for other NRC or Agreement

State licensed facilities, along with a description of how the consultant-RSO will
allocate time to permit the performance of the duties of the RSO as described in
the regulations. State the consultant-RSO's minimum amount of on-site time
(hours per week or month).

 
d.      Appoint an in-house representative who will serve as the point of contact during

the RSO's absence. This person may be allowed to assist the consultant RSOwith
limited authority.

 
e.       Describe the overall availability of the consultant-RSO to respond to questions or

operational issues that arise during the conduct of your radiation safety program
and related regulatory requirements. Specify the maximum amount of time it will
take the RSO to arrive at the facility in the event of an emergency that requires his
presence.

 
7. Please confirm that you have a Radiation Safety Committee (RSC).  Please note that in

accordance with 10 CFR 35.24 (f), your program requires the establishment of an RSC to
oversee all uses of byproduct material permitted by the license.  The Committee must
include an authorized user (AU) of each type of use permitted by the license, the Radiation
Safety Officer (RSO), a representative of the nursing service, and a representative of



management who is neither an AU nor an RSO.
 

8. The statement you provided in Item 10 regarding occupational dose limits restricts the doses
to the allowable limits in 10 CFR 20.1201 and 10 CFR 20.1502(a) only.  Please revise this
commitment by stating:  “Either we will perform a prospective evaluation demonstrating
that unmonitored individuals are not likely to receive, in 1 year, a radiation dose in excess of
10% of the allowable limits in 10 CFR Part 20 or we will provide dosimetry that meets the
requirements listed under ‘Criteria’ in NUREG-1556, Vol. 9.”

 
9. The statement you provided in Item 10 regarding safe use of unsealed licensed material did

not indicate that the procedures will be written.  Please revise this commitment by stating: 
“We have developed and will implement and maintain written procedures for safe use of
unsealed byproduct material that meet the requirements of 10 CFR 20.1101 and10 CFR
20.1301.”

 
10. The statement you provided in Item 11 regarding waste management did not indicate that

the procedures will be written and references incorrect sections of the regulations.  Please
revise this commitment by stating:  “We have developed and will implement and maintain
written waste disposal procedures for licensed material in accordance with 10 CFR 20.1101,
that also meet the requirement of the applicable section of 10 CFR Part 20, Subpart K, and of
10 CFR 35.92.”
 

11. In order to facilitate future communications, please provide current contact e-mail address,
telephone and fax number for your senior management representative.  In addition, please
confirm that the telephone number provided in your request for your consultant, Mr. Robert
J. Humenik, is used for business and can be released to the public.
 

In order to continue prompt review of your application, we request that you submit your response
to this letter within 30 calendar days.  If you have any technical questions regarding the questions
above, please call Ms. Maryann Abogunde at 610-337-5090.
 
Thank you for your assistance,
 
Penny Lanzisera
Senior Health Physicist
U.S. NRC, Region I
 


