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PART I - LICENSE, INSPECTION, INCIDENT/EVENT AND ENFORCEMENT HISTORY 

1. AMENDMENTS AND PROGRAM CHANGES SINCE LAST INSPECTION: 

2. 

AMENDMENT# 

70 

69 

68 

DATE 

12/20/2016 

08/30/2016 

06/02/2016 

SUBJECT 

Added two locations of use; 
Added new Authorized Medical Physicist 

New area of use for HOR unit 

New (temporary) area of use for HOR unit 

INSPECTION AND ENFORCEMENT HISTORY: 

The last routine inspection of this licensee was on October 13-14, 2015, with continued 
in-office review through March 10, 2016. During that inspection, a Severity Level Ill 
(SL Ill) violation was identified, as well as three SL IV violations. A followup inspection 
was conducted on August 22, 2016, with continued in-office review through 
September 28, 2016. No findings were identified as a result of that inspection and all 
previous violations were closed. 

3. INCIDENT/EVENT HISTORY: 

No open items or events since the last routine and follow-up inspections. 

PART II - INSPECTION DOCUMENTATION 

1. ORGANIZATION AND SCOPE OF PROGRAM: 

Methodist Hospital of Gary, Inc. was authorized under NRC Materials License 
No. 13-16558-01 to possess and use licensed material for uptake, dilution, and excretion 
studies; diagnostic imaging; radiopharmaceutical therapy; manual brachytherapy; sealed 
sources for diagnosis; in-vitro studies; high dose rate remote afterloading brachytherapy 
(HOR); gamma stereotactic radiosurgery (GSR); and GliaSite® radiation therapy as 
permitted by 10 CFR 35.100, 200, 300, 400, 500, 600 and 1000. The license authorized 
four locations of use, three in Merrillville, Indiana, (the Southlake Campus main hospital, 
and two Methodist Physician Group facilities) and the other in Gary, Indiana (Northlake 
Campus). At the Merrillville facility, the licensee conducted about 25 nuclear medicine 
diagnostic studies per day. The staff conducted the full spectrum of diagnostic studies. 
The licensee used iodine-131 to treat hyperthyroidism and thyroid cancer. The licensee 
also conducted about 12 HOR fractions per year. In 2017, as of the inspection date, the 
licensee conducted eight GSR treatments, a reduction from the approximately 30 GSR 
treatments conducted in 2016 at the Merrillville facility. The HOR treatments included 
gynecological treatments and breast treatments. The licensee had not conducted 
manual brachytherapy or GliaSite® radiation therapy in several years. At the Gary 
facility, the licensee primarily conducted uptake studies, diagnostic imaging, and 
iodine-131 hyperthyroid treatments. 
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2. SCOPE OF INSPECTION: 

Inspection Procedure(s) Used: 87131, 87132, and 87133 

Focus Areas Evaluated: All 

GSR 

The inspector reviewed the licensee's GSR program by reviewing selected GSR 
treatment records, interviewed selected licensee staff, and reviewed the elements of the 
licensee's safety and security programs including: security of the GSR unit, calibration 
measurement, and period spot check of GSR unit. The licensee was not conducting any 
GSR activities at the time of the inspection; therefore, the inspector could not observe 
any patient treatments. During the inspection, the RSO demonstrated the monthly and 
periodic spot checks, and the inspector verified that the checks included all items 
required by the regulations. The inspector reviewed a sample of written directives for 
GSR treatments since the last inspection, and no issues were identified. 

HDR 

The inspector observed one HDR patient treatment. The inspector observed the initial 
preparation of the patient; the licensee's performance of a check to ensure the patient, 
treatment plan, and treatment parameters were correct and as intended; and the actual 
administration of the dose. The inspector interviewed staff involved in the treatment and 
determined they were knowledgeable of operating and emergency procedures. 

The inspector discussed with the RSO full calibrations, source exchanges, and security 
of the HDR unit and console, and the inspector observed the RSO demonstrate the 
periodic spot check of the HOR unit. No issues were identified. The inspector noted that 
the licensee's HDR unit is used in a linear accelerator vault and verified that the licensee 
had a means to prevent the simultaneous operation of both units. 

The inspector reviewed a sample of written directives for HDR treatments since the last 
inspection, and no issues were identified. 

Nuclear Medicine 

The inspector reviewed nuclear medicine dosage administrations at three locations of 
use, (the North Campus location in Gary, Indiana, the South Campus location in 
Merrillville, Indiana, and the Methodist Physician Group location on East 86th Place in 
Merrillville, Indiana), by interviewing selected staff, observing dosage preparation, 
observing dosage administrations, and reviewing selected patient dosage administration 
records. 

One violation of regulatory requirements was identified in this program area, as 
described in Item 4 below. 

Other Areas Inspection 

The inspector reviewed other areas of the licensee's radiation protection program by 
interviewing selected staff, observing licensed activities, observing demonstrations of 

3 



3. 

how licensed activities had been or would be conducted based on scenarios posed by 
the inspector, and reviewing selected records. Areas reviewed included, in part, storage 
of licensed materials, occupational dose monitoring, independent radiation surveys, 
emergency procedures, radiation safety committee meeting minutes, and annual 
radiation safety program audits. 

The inspector identified several security-related concerns that were evaluated further 
after the inspection. These are discussed in further detail in the Security Addendum to 
this report. The inspector determined that no violations of NRC security requirements 
had occurred. 

INDEPENDENT AND CONFIRMATORY MEASUREMENTS: 

Using a Ludlum 2403 survey meter with a model 44-9 energy-compensated GM detector 
calibrated on February 24, 2017, and/or a Thermo Fisher Scientific RadEye G Gamma 
Survey Meter calibrated on February 22, 2017, as appropriate, the inspector conducted 
independent surveys at each of the locations inspected. The inspector measurements 
were consistent with the licensee's survey results and within regulatory limits. 

4. VIOLATIONS, NCVs, AND OTHER SAFETY ISSUES: 

On July 27, 2017, during a review of records pertaining to therapeutic administration of 
150 millicuries (mCi) of iodine-131 (1-131) to patient, the inspector identified a violation of 
10 CFR 35.2075(a), in that the licensee had not maintained a record of the basis for 
authorizing the release of an individual in accordance with 10 CFR 35. 75. The finding 
was discussed that same day with the RSO. The inspector confirmed that this was an 
isolated oversight by the licensee in this particular case, as records of the calculations 
for release of other patients released under 35.75 were available and maintained. 
During the onsite inspection on August 8, 2017, the inspector confirmed that the RSO 
had discussed the issue and the importance of maintaining the required record with the 
chief nuclear medicine technologist. 

5. PERSONNEL CONTACTED: 

# Wright Alcorn, Vice President of Operations 
"* Laurel Valentino, RN, Director of Neuroscience 
# Mathew Rodriguez, Former Radiation Safety Officer (RSO) 
* Jesse Pacheco. Acting RSO 
# Rodney Morris, Director of Security 

Sharon Hamilton, Chief, Nuclear Medicine 
Joseph Gonzales, Manager, Public Safety and Security 
Several additional licensee staff 

# Attended preliminary exit meeting on July 27, 2017 
" Attended second preliminary exit meeting on August 8, 2017 
* Participated in the final telephonic exit meeting on September 21, 2017. 

-END-
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