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This is a written response to address two apparent violations of the U.S. Nuclear 
Regulatory Commission (NRC) requirements, which were identified during a 
routine inspection on February 17, 2017 at Michiana Hematology Oncology, P.C. 
(MHO) located in Mishawaka, Indiana. The apparent violations are: 

NRC Statement for Violation l 

The licensee's apparent failure for the individual specifically authorized by 
Condition 11 of the NRC Materials License to fulfill the duties and responsibilities 
of radiation safety officer (RSO) for the period of October 29, 2016 to April 16, 
2017. 

NRC Statement for Violation 2 

The licensee's apparent failure to notify the Commission no later than 30 days after 
the RSO permanently discontinued performance of duties under the license, as 
required by Title 10 of the Code of Federal Regulations (CFR) Section 35.14(b )( l ). 



Reason for A:gparent Violations 

MHO agrees that these are violations of the NRC requirements. 

The reason for the violations was lack of knowledge of licensee management and 
newly-appointed permanent RSO regarding time requirements to amend the license 
to reflect a change in RSO and, also, time requirements to notify the NRC that 
current RSO permanently discontinued performance of duties under the license. In 
particular, licensee believed that 90 days instead of 30 days were allowed by the 
NRC to fulfill the RSO change notifications. 

Corrective Steps that have Been Taken and the Results Achieved 

Within one week from the date the current RSO discontinued performance of 

duties, a new qualified RSO, already listed as Authorized Medical Physicist (AMP) 
on the license, was officially appointed by the licensee management during a 
Radiation Safety Committee meeting. Meeting minutes from the Radiation Safety 
Committee held on November 4, 2016 are encJosed for your review. 

Within 90 days from the date the current RSO discontinued performance of duties 
and prior to the date of routine inspection from the NRC, a complete and correct 
set of application materials together with license amendment request to add the 
new RSO as replacement of the current RSO were submitted to the NRC office by 
Fax. 

About one month from the date of routine inspection from the NRC, a second 
amendment request together with complete and correct materials were submitted to 
the NRC by Fedex. The licensee requested that a newly-hired qualified medical 
physicist, already listed as AMP and RSO on an active materials license from the 
previous position, be added as AMP to their materials license. The new physicist 
received operational and emergency training on the HDR unit from the newly
appointed RSO, clinical training from the AU listed on the license, and un-official 
emergency training from the manufacturer's engineer during the HDR source 
exchange, all prior to receiving Amendment No. 9 with name of physicist listed as 
AMP on materials license. 

In preparation for the scheduled medical leave of the newly-appointed RSO and 
only practicing AMP listed on the license, the NRC was notified by the acting RSO 



that the new physicist was appointed as temporary RSO for 60 days from April 24, 
2017 to June 22, 2017. Appropriate materials were sent to the NRC by email. 

On April 17, 2017, licensee received Amendment No. 9 to the materials license 
listing the newly-appointed RSO as the permanent RSO and the new physicist as 
AMP. We are very grateful to the NRC for the professionalism showed by their 
statT while working on two active amendment requests at the same time, and 
providing Amendment No. 9 in a timely manner prior to the scheduled medical 
leave of the current and only practicing AMP. This allowed NIHO to continue un
interrupted HDR treatment schedule for patients in need. 

On April 18, 2017, the NRC inspector requested corrective actions from the 
licensee moving forward to prevent similar violations in the future. The licensee 
management and newly-appointed RSO fully cooperated by submitting their 
written statements within two days from the request and prior the start of medical 
leave. 

During the telephonic exit meeting with the NRC inspector, the licensee 
management fully cooperated by taking serious note of the preliminary inspection 
findings and acknowledging that these findings are violations of the NRC 
requirements. 

A Policy and Procedure (P&P) on Change of RSO, addressing the details of steps 
to be taken when a change in RSO is deemed necessary, was added to our P&P 
manual. A copy of the P&P on Change ofRSO is enclosed tbr your review. 

Corrective Steps that will be Taken to Avoid Further Violations 

In order to address the lack of knowledge regarding some of the NRC 
requirements, the current permanent RSO listed on the materials license is 
scheduled to attend a 40-hour thorough class on Radiation Safety Officer duties 
provided by Dade Moeller Training Academy between December 4 and December 
8, 2017 in Las Vegas, Nevada. The course description says "Through lectures, 

laboratory exercises, and extensive reference materials, this course 
will give you the technical information and practical experience necessary to 
ensure that you are well prepared to serve as an RSO and will meet the 
requirements of the U.S. Nuclear Regulatory Commission, Agreement States, and 



the U.S. Department of Transportation." Enclosed is the daily teaching agenda for 
your review. 

At the radiation department level, which include Radiation Oncology and 
Radiology departments, monthly educational meetings will be held during which 
relevant topics from the NRC web-site and publications will be thoroughly 
discussed and understood. This is an excellent activity that will ensure 
abreast the changes in regulations as well as new additions to regulations. 

Date When Full Compliance was Achieved 

The date when full compliance was achieved is April 1 7, 20 1 7, when Amendment 
No.9 to the materials license was received by MHO, listing the name of the newly
appointed RSO as the permanent RSO on the license. 

According to the NRC inspector report, even though the licensee was operating 
without a qualified person formally listed as RSO on the materials license~ 

regulatory requirements and radiation protection principles were precisely 
followed by the licensee's staff. The NRC inspector observed the preparation and 
administration of one PET scan using fluorine-IS and three HDR treatments, 
receipt of packages containing radiopharmaceuticais and demonstrations of 
restricted area surveys, HDR spot checks, HDR treatment planning and verification 
process. The knowledge and thorough understanding of the emergency procedures 
by the licensee provided confidence that an appropriate response from the licensee 
would have been in place in case of an incident involving the HDR unit. All 
patients were found to be treated safely and correctly at MHO. More than this, the 
licensee has always closely followed the NRC regulations with the result of never 
being cited for violations of the NRC requirements during the entire seven years of 
operation. 

The management and staff of MHO take very seriously the safety and well-being 
of all patients and radiation workers. The practice of radiation safety takes 
precedence to aH other clinical and non-clinical activities. Radiation safety and 
com pi iance is embedded in our clinical practice at every step. One example would 
be, due to radiation safety practices, the preparation on a treatment day for an HDR 
treatment is much longer (about half an hour) than the actual treatment time (5 



minutes). A busy HDR schedule would not affect whatsoever the practice of 
radiation safety and compliance in our clinics. 

The management and staff of MHO very much appreciate the thoroughness and 
professionalism demonstrated by the NRC inspectors and staff in conducting 
inspections at our facility as well as handling all our amendment requests. 

Respectfully, 

~ 
Stacie Godin, MS. RSO, DABR 
Michiana Hematology Oncology, P.C. 
5340 Holy Cross Parkway 
Mishawaka, IN 46545 


