UNITED STATES
NUCLEAR REGULATORY COMMISSION
REGION |
475 ALLENDALE ROAD - SUITE 102
KING OF PRUSSIA, PA 19406-1415

June 27, 2023

C. Kelly Stoneberg, Radiation Safety Officer
United Hospital Center
327 Medical Park Drive
Bridgeport, WV 26330

SUBJECT:  UNITED HOSPITAL CENTER, REQUEST FOR ADDITIONAL INFORMATION,
MAIL CONTROL NO. 635434

Dear Kelly Stoneberg:

This is in reference to your letters dated March 30, 2023, and April 6, 2023, requesting to
amend NRC License No. 47-01458-01. In order to continue our review, we need the following
additional information:

1. Consistent with NUREG-1556, Volume 9, Revision 3, “Program Specific Guidance About
Medical Use Licenses,” Section 8.9.1 “Facility Diagram,” please provide the following:

a. Shielding calculations for the mobile PET truck. This should include information
about the type, thickness, and density of any necessary shielding to enable
independent verification of shielding calculations, and a description of any
portable shields used (e.g., shielding of proposed patient rooms used for implant
therapy, including the dimensions of any portable shield, if one is used; source
storage safe), and the workload assumptions used.

b. A description of surrounding areas, including the occupancy factors, and indicate
whether the areas are restricted or unrestricted, as defined in 10 CFR 20.1003.
For calculations of the maximum exposure in any given hour, an occupancy
factor will not be used.

2. Please confirm the same commitments United Hospital Center has made regarding the
possession, use, and maintenance of radiation monitoring instruments (NUREG-1556,
Volume 9, Revision 3, Section 8.9.2) as well as dose calibrator(s) and other equipment
used to measure dosages of unsealed byproduct material (NUREG-1556, Volume 9,
Revision 3, Section 8.9.3), as they apply to the use of PET radionuclides inside the
United Hospital Center facility, will be applied in the same manner at the temporary
mobile truck.

3. Please confirm that sufficient instructions will be provided to the radiopharmacy to allow
for both the timely receipt of PET radionuclides and ensure adequate security will be
maintained for the PET radionuclides between the radiopharmacy and United Hospital
Center (whether the PET radionuclides are delivered to the hospital’s fixed facility or
directly to the mobile PET truck).
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4. Regarding the requested approval for Dr. Clump. West Virginia University and United
Hospital Center have different HDR models authorized on the respective NRC licenses.
Consistent with NUREG-1556, Volume 9, Revision 3, Section 8.7.2, please either:

a. Provide device-specific training consistent with 10 CFR 35.690(c); or

b. Based on recent conversations with the NRC concerning the open inspection
(IR2023-001) and related event (EN56477), the NRC understands that device-
specific training required by 10 CFR 35.690(c) may be scheduled for the
proposed Authorized User for later in the summer or early fall of this year.

i. Please confirm if this continues to be the case. In this case, the NRC will
complete the license amendment with Dr. Clump’s authorization under 10
CFR 35.400 only.

ii. Please provide, once completed, the device-specific training consistent
with 10 CFR 35.690(c). This will be controlled under a separate NRC Mail
Control Number, but you may reference this mail control number for
information already provided pursuant to this request.

We will continue our review upon receipt of this information. Please reply to my attention at:

Jason vonEhr

Mail Control No. 635434

USNRC, Region |

Division of Nuclear Materials Safety
475 Allendale Road, Suite 102
King of Prussia, PA 19406

Or
R1DNMSMail.Resource@nrc.qov

Reference — Jason vonEhr
Mail Control No. 635434

In order to continue prompt review of your application, we request that you submit your
response to this letter by close-of-business on July 7, 2023.

An electronic version of the NRC’s regulations is available on the NRC Web Site at:
www.nrc.gov. Additional information regarding medical uses of radioactive materials may be
obtained on the NRC Web Site at: http://www.nrc.gov/materials/miau/med-use-toolkit.html. This
site also provides the updated Training and Experience NRC Form 313A series of forms and
guidance, as well as information on the revised regulations for naturally-occurring and
accelerator-produced radioactive materials (NARM).



mailto:R1DNMSMail.Resource@nrc.gov
http://www.nrc.gov/
http://www.nrc.gov/materials/miau/med-use-toolkit.html
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In accordance with 10 CFR 2.390 of the NRC’s “Rules of Practice,” a copy of this letter will be
available electronically for public inspection in the NRC Public Document Room or from the
NRC’s document system (ADAMS). ADAMS is accessible from the NRC Web Site at:
http://www.nrc.gov/reading-rm/adams.html. Please be aware that you may request that certain
portions of your submittal to NRC be withheld form public disclosure as proprietary information.
To do this, you must execute an affidavit as specified in 10 CFR 2.390. You must list all portions
that you wish to be held proprietary, along with your reasoning as to why that is appropriate.
While it is allowable, please refrain from submitting proprietary information in support of a
license unless necessary. Keep in mind that all NRC licenses are considered to be in the public
domain, and therefore may be viewed by any member of the public who requests to see them.

If you have any questions regarding this request for additional information, please contact me at
(610) 337-5256 or via electronic mail at Jason.vonEhr@nrc.gov.

Thank you for your cooperation.

Sincerely,
Digitally signed by
Jason E° Jason E. VonEhr

Date: 2023.06.27
VonEhr 10:54:52 -04'00'
Jason vonEhr, Senior Health Physicist

Medical and Licensing Assistance Branch
Division of Radiological Safety and Security

Region |

License No. 47-01458-01
Docket No. 030-03375
Mail Control No. 635434

cc:
Jim Israel, Authorized Medical Physicist
Dr. Yin Huang, Authorized Medical Physicist


http://www.nrc.gov/reading-rm/adams.html
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