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1.  Licensee Name:

Radiation Oncology Associates, P.C.
2.  Docket Number(s):

030-36814
3.  License Number(s)

13-32551-01

4.  Report Number(s):

2021001
5.  Date(s) of Inspection:

June 24, 2021, through July 15, 2021
6.  Inspector(s):

Jason Draper
7.  Program Code(s):

02230
8.  Priority:

2
9.  Inspection Guidance Used:

IP 87132

10.  Licensee Contact Name(s):

James Gordon, Ph.D., RSO

11.  Licensee E-mail Address:

james.gordon@usa.genesiscare.com

12.  Licensee Telephone Number(s):

313-718-1227

13.  Inspection Type: Initial

Routine✔ Announced✔

Non-Routine Unannounced Temporary Job Site

Field Office Main Office✔

14.  Locations Inspected:

Remote 

15.  Next Inspection Date (MM/DD/YYYY):

June 24, 2023 Normal✔

Reduced

Extended

No change

16.  Scope and Observations:

This was an announced, routine inspection of an oncology center in Fort Wayne, Indiana, authorized to use Ir-192 
sealed sources in an Elekta, Inc. microSelectron 106.990 high dose rate (HDR) remote afterloading brachytherapy 
device.  The licensee had three authorized users (AUs) and three authorized medical physicists (AMPs) who 
routinely performed work under the license.  The licensee treated approximately 25-30 gynecological cancer patients 
per year using the HDR with tandem and ovoid (T&O), cylinder, and interstitial applicators.  There were no 
treatments occurring at the time of the inspection. 
 
Due to the Covid-19 public health emergency, the inspector contacted the licensee prior to the inspection to ensure 
an on-site inspection could be performed safely.  The inspector observed the AMP demonstrate HDR daily spot 
checks and security of the material.  The inspector also interviewed two AMPs with respect to written directives, 
applicator setup and use, HDR maintenance and testing, emergency procedures, and training, and determined that 
the AMPs were knowledgeable with respect to their duties.  The inspector reviewed a sample of six written directives 
covering uses of each of the three types of applicators.  Through this review, the inspector identified that on January 
6, 2020, the licensee failed to have a signed and dated written directive prior to administering the first fraction of an 
HDR therapy using a T&O applicator.  Specifically, the written directive, as well as the treatment plan, were prepared 
and the patient was treated, but the written directive was not signed and dated until January 13, 2020.  This 
constituted a violation of 10 CFR 35.40(a).  As a corrective action, the RSO stated that his staff will ensure that all 
relevant documents, including written directives, are signed prior to starting treatments. 
 
The inspector also reviewed a selection of records including source receipt and exchange, HDR maintenance and 
testing, and dosimetry.  The inspector identified that the licensee had not performed any periodic reviews of radiation 
safety program content and implementation since the last inspection in 2018.  This constituted a violation of 10 CFR 
20.1101(c).  As a corrective action, the RSO stated that he will adopt applicable portions of the model audit found in 
NUREG-1556, Volume 9, Appendix L, and perform the 2021 audit by September 30, 2021. 
 
Two Severity Level IV violations were identified as a result of this inspection.


