
UNITED STATES 
NUCLEAR REGULATORY COMMISSION 

REGION I 
2100 RENAISSANCE BLVD. 

KING OF PRUSSIA, PA  19406-2713 

September 28, 2020 

Kert Anzilotti, M.D., MBA 
 Chief Medical Officer  
Christiana Care Health Services, Inc. 
 Christiana Care Health System 
4755 Ogletown-Stanton Road 
Newark, DE  19718  

SUBJECT: CHRISTIANA CARE HEALTH SERVICES, INC., CHRISTIANA CARE HEALTH 
SYSTEM - NRC  INSPECTION NO. 03001303/2020003 AND NOTICE OF 
VIOLATION 

Dear Dr. Anzilotti: 

This letter refers to the inspection conducted on August 3, August 10, August 11, and 
August 14, 2020, at your Newark and Wilmington, Delaware facilities.  This inspection examined 
activities conducted under your license as they relate to public health and safety, and to confirm 
compliance with the Commission's rules and regulations and with the conditions of your license.  
Within these areas, the inspection consisted of selected examination of procedures and 
representative records, observations of activities, and interviews with personnel.  An inspection 
debrief was held on August 14, 2020, and an exit meeting was held on September 2, 2020, with 
you and select members of your staff.   

Based on the results of this inspection, the NRC has determined that four Severity Level IV 
violations of NRC requirements occurred.  These violations were evaluated in accordance with 
the NRC Enforcement Policy.  The current Enforcement Policy is included on the NRC's Web 
site at https://www.nrc.gov/about-nrc/regulatory/enforcement/enforce-pol.html.  The violations 
are cited in the enclosed Notice of Violation (Notice) because the violations were identified by 
the NRC.   

You are required to respond to this letter and should follow the instructions specified in the 
enclosed Notice when preparing your response.  If you have additional information that you 
believe the NRC should consider, you may provide it in your response to the Notice.  The NRC 
review of your response to the Notice will also determine whether further enforcement action is 
necessary to ensure compliance with regulatory requirements.   

In accordance with 10 CFR 2.390 of the NRC’s "Rules of Practice," a copy of this letter and your 
response will be made available electronically for public inspection in the NRC Public Document 
Room or from the NRC document system (ADAMS), accessible from the NRC Web site at 
http://www.nrc.gov/reading-rm/adams.html.  To the extent possible, your response should not 
include any personal privacy, proprietary, or safeguards information so that it can be made 
available to the Public without redaction. 

http://www.nrc.gov/reading-rm/adams.html
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If you have any questions regarding this matter, please contact Robin Elliott of my staff at 610-
337-5076 or via electronic mail at Robin.Elliott@nrc.gov. 
 
Thank you for your cooperation. 
 
 Sincerely, 
 
 
 
 

Donna M. Janda, Chief 
Medical and Licensing Assistance Branch 
Division of Nuclear Materials Safety 
Region I 
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Xiaoqian (Carol) Wen, Radiation Safety Officer   
State of Delaware 
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NOTICE OF VIOLATION 
 

Christiana Care Health Services, Inc.,  
Christiana Care Health System Docket No. 03001303 
Newark, DE License No. 07-12153-02 
 
During an NRC inspection conducted on August 3, August 10, August 11, and August 14, 2020, 
with in office review concluding on September 2, 2020, four violations of NRC requirements 
were identified.  In accordance with the NRC Enforcement Policy, the violations are listed below: 
 

A. 10 CFR 35.41(a) states, in part, for any administration requiring a written directive, 
the licensee shall develop, implement, and maintain written procedures.  10 CFR 
35.41(b) states, in part, at a minimum, the procedures required by paragraph (a) of 
this section must address the following items that are applicable to the licensee's 
use of byproduct material; 10 CFR 35.41(b)(6) states, in part, that the procedure 
must address determining for permanent implant brachytherapy, within 60 calendar 
days from the date the implant was performed, the total source strength 
administered outside of the treatment site compared to the total source strength 
documented in the post-implantation portion of the written directive, unless a written 
justification of patient unavailability is documented. 

 
Contrary to the above, on December 26, 2019, a permanent implant brachytherapy 
treatment was performed but no determination of the total source strength 
administered outside of the treatment site compared to the total source strength 
documented in the post-implantation portion of the written directive was performed 
within 60 calendar days.  Additionally, no written justification of patient unavailability 
was documented.  
 
This is a Severity Level IV violation (NRC Enforcement Policy, Section 6.3). 
 

B. 10 CFR 35.60(a) states, in part, for direct measurements performed in accordance 
with 10 CFR 35.63, a licensee shall possess and use instrumentation to measure 
the activity of unsealed byproduct material before it is administered to each patient 
or human research subject.  Furthermore, 10 CFR 35.60(b) states, in part, a 
licensee shall calibrate the instrumentation required in paragraph (a) of this section 
in accordance with nationally recognized standards or the manufacturer's 
instructions. 
 
Contrary to the above the licensee did not calibrate the instrument used to measure 
the activity of the dosage administered to each patient in accordance with nationally 
recognized standards or calibration instructions provided by the manufacturer.  
Specifically, from March 2020 through August 2020, the licensee did not calibrate 
the dynamic detector used to measure the dosage of Rb-82 as part of their 
BRACCO Rb-82 generator since neither nationally recognized standards nor the 
manufacturer's instructions exist for this type of detector.  
 
This is a Severity Level IV violation (NRC Enforcement Policy, Section 6.3). 
 

C. 10 CFR 35.63 states, in part, that a licensee shall determine and record the activity 
of each dosage before medical use. 

 



Notice of Violation 2 
Christiana Care Health Services, Inc.,  
Christiana Care Health System  

 

Contrary to the above, the licensee did not determine and record the activity of each 
dosage before medical use.  Specifically, from March 2020 through August 2020, the 
licensee did not determine and record the activity of each dosage of Rb-82 before 
medical use administered to patients for the time period stated above.  
 
This is a Severity Level IV violation (NRC Enforcement Policy, Section 6.3). 
 

D. 10 CFR 35.2092 states, in part, a licensee shall maintain records of the disposal of 
licensed materials, as required by 10 CFR 35.92, for 3 years.  

 
Contrary to the above, for an undetermined period of time prior to August 2020, the 
licensee did not maintain records of the disposal of licensed materials, as required 
by 10 CFR 35.92, for 3 years.  During the inspection period the licensee failed to 
maintain records of disposal of all Y-90 microsphere waste.  

 
This is a Severity Level IV violation (NRC Enforcement Policy, Section 6.3). 

 
Pursuant to the provisions of 10 CFR 2.201, Christiana Care Health Services, Inc., Christiana 
Care Health System is hereby required to submit a written statement or explanation to the U.S. 
Nuclear Regulatory Commission, ATTN:  Document Control Desk, Washington, D.C.  20555, 
with a copy to the Regional Administrator, Region I, within 30 days of the date of the letter 
transmitting this Notice of Violation (Notice).  This reply should be clearly marked as a "Reply to 
a Notice of Violation" and should include for each violation:  (1) the reason for the violation, or, if 
contested, the basis for disputing the violation, (2) the corrective steps that have been taken and 
the results achieved, (3) the corrective steps that will be taken to avoid further violations, and (4) 
the date when full compliance will be achieved.  Your response may reference or include 
previous docketed correspondence, if the correspondence adequately addresses the required 
response.  If an adequate reply is not received within the time specified in this Notice, an order 
or a Demand for Information may be issued as to why the license should not be modified, 
suspended, or revoked, or why such other action as may be proper should not be taken.  Where 
good cause is shown, consideration will be given to extending the response time. 
 
If you contest this enforcement action, you should also provide a copy of your response to the 
Director, Office of Enforcement, United States Nuclear Regulatory Commission, Washington, 
DC 20555-0001.  Under the authority of Section 182 of the Act, 42 U.S.C. 2232, any response 
which contests an enforcement action shall be submitted under oath or affirmation. 
 
Your response will be placed in the NRC Public Document Room (PDR) and on the NRC Web 
site.  To the extent possible, it should, therefore, not include any personal privacy, proprietary, 
or safeguards information so that it can be made publically available without redaction.  
However, if you find it necessary to include such information, you should clearly indicate the 
specific information that you desire not to be placed in the PDR, and provide the legal basis to 
support your request for withholding the information from the public. 
 
In accordance with 10 CFR 19.11, you may be required to post this Notice within two working 
days of receipt. 
 
Dated This 28 day of _September_ 2020 
 
  



i Inspection Report No. 03001303/2020003 

U.S. NUCLEAR REGULATORY COMMISSION 
REGION I

INSPECTION REPORT 

Inspection No. 03001303/2020003 

Docket No. 03001303 

License No. 07-12153-02

Licensee: Christiana Care Health Services, Inc. 
Christiana Care Health System 
4755 Ogletown-Stanton Road 
Newark, DE 19718 

Location(s): Christiana Hospital 
4755 Ogletown-Stanton Road 
Newark, DE 19718 

Wilmington Hospital 
501 West 14th Street 
Wilmington, DE 19801 

Helen F. Graham Center 
4701 Ogletown-Stanton Road 
Newark, DE 19718 

Cardiac Diagnostic Center, Pike Creek Sports Medicine Building 
3105 Limestone Road, Suite 202 
Wilmington, DE 19808 

Inspection Dates: August 3, August 10, August 11, and August 14, 2020 with in 
office review concluding September 2, 2020. 

Inspectors: ______________________________ _______________ 
Robin Elliott date 
Health Physicist 
Medical and Licensing Assistance Branch 
Division of Nuclear Materials Safety 
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Inspectors: ______________________________ _______________ 
 Elizabeth Engelmann  date 
 Health Physicist 
 Medical and Licensing Assistance Branch 
 Division of Nuclear Materials Safety 
 
 
  
    
Approved By: ______________________________ _______________ 
 Donna M. Janda, Chief  date 
 Medical and Licensing Assistance Branch 
 Division of Nuclear Materials Safety 
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EXECUTIVE SUMMARY 
 

Christiana Care Health Services, Inc., Christiana Care Health System 
NRC Inspection Report No. 03001303/2020003 

 
A routine announced inspection was performed at Christiana Care Health Services, Inc., 

Christiana Care Health System (CCHS) on August 3, August 10, August 11, and August 14, 

2020.  In office review concluded with a telephonic exit meeting on September 2, 2020.  The 

inspection was conducted with regard to NRC radioactive materials license number 07-12153-

02 and in accordance with inspection procedures 87130, 87131, 87132, and Yttrium-90 (Y-90) 
Microsphere Brachytherapy Sources and Devices TheraSphere and SIR-Spheres Licensing 

Guidance.  The inspection focused on the performance of the licensee’s program through 

interviews with licensee workers, demonstrations by workers performing licensed activities, 

independent measurements of radiation conditions at the licensee’s facilities, and review of 

selected records.   

 

During the inspection four severity level IV (SLIV) violations of NRC requirements were 

identified.  The violations involved the failure to: 1) determine the total source strength 

administered outside of the treatment site compared to the total source strength documented in 

the post-implantation part of the written directive for permanent implant brachytherapy within 60 

calendar days from the date of the implant as required by 10 CFR 35.41; 2) calibrate 

instrumentation used for direct measurements of unsealed byproduct material prior to 
administration to each patient in accordance with nationally recognized standards or the 

manufacturer’s instructions; 3) determine the activity of each dose administered before medical 

use; and 4) maintain records of the disposal of licensed material for 3 years. 
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REPORT DETAILS 
 

 
1. Organization and Scope of the Program 

 
  a. Inspection Scope 
 

The inspectors reviewed the organization and scope of the licensee’s programs through 
direct observation of work activities, interviews with licensee workers, and review of 
selected records. 
 

 
  b. Observations and Findings 
 

The licensee was a medical institution authorized for 10 CFR 35.100, 35.200, 35.300, 
35.400, 35.600 high dose rate remote afterloader (HDR), and 35.1000 Y-90 
microspheres.  The licensee had seven locations of use at the time of the inspection.   
 
The main location of use was Christiana Hospital which was located in Newark, 
Delaware.  This location housed one Nuclear Medicine (NM) department, one Positron 
Emission Tomography (PET) department, and one Radiation Oncology department.  The 
NM department conducted diagnostic studies and therapeutic treatments using unsealed 
byproduct material.  The Radiation Oncology department conducted manual 
brachytherapy and HDR treatments.  The licensee also conducted Y-90 microsphere 
procedures at this location.  Adjacent to the main hospital was the Helen F. Graham 
Center which housed one PET department and one HDR unit.  However, at the time of 
the inspection the HDR unit had no source and the licensee did not intend to use that 
specific HDR in the future. Two additional locations of use were inspected: Wilmington 
Hospital and Pike Creek Sports Medicine Building. Three other locations of use were not 
inspected: Smyrna Health and Wellness Center; Cardiac Diagnostic Center North, 
Concord Plaza – Quillen Building; and Cardiac Diagnostic Center – Middletown. These 
locations each housed one NM department and conducted diagnostic studies using 
unsealed byproduct material.  
 
The radiation safety program was run by a full-time Radiation Safety Officer (RSO) who 
reported to the Chief Medical Officer.  The RSO performed audits of all the facilities, 
sealed source leak tests, sealed source inventories, training, and general program 
support.  The RSO was assisted by an administrative assistant that was primarily 
responsible for issuing dosimetry, coordinating instrument calibrations, and supporting 
the Radiation Safety Committee (RSC).  The RSC met quarterly and had representation 
from each type of use, nursing, and management.  The RSC oversaw the radiation 
safety program and was chaired by the chief of NM.  There were 22 Nuclear Medicine 
Technologists (NMTs) working at the various CCHS facilities and three students from 
Delaware Technical and Community College.   
 
The licensee conducted over 7,500 diagnostic procedures annually throughout the 
seven CCHS locations.  At the main facility, Christiana Hospital, the licensee conducted 
approximately 70% general nuclear medicine studies and 30% cardiac studies.  This 
location received unit doses of various radionuclides and bulk doses of Tc-99m daily 
from Cardinal Health’s Sharon Hill, PA location.  The PET department at Christiana 
Hospital received F-18 and Ga-68 from Cardinal Health and PETNET.  They also had a 



  

 5 Inspection Report No. 03001303/2020003 

BRACCO Rb-82 generator in this department.  The PET department at Helen F. Graham 
Center received F-18 and Ga-68 from Cardinal Health and PETNET.  At Wilmington 
Hospital the licensee conducted a wide range of general nuclear medicine studies 
including cardiac studies.  This location received unit doses of a various radionuclides 
(Tc-99m, I-131, I-123, Xe-133, Ga-68, and In-111) and bulk doses of Tc-99m daily from 
Cardinal Health.  The following locations conducted only cardiac studies: Smyrna Health 
and Wellness Center; Cardiac Diagnostic Center, Pike Creek Sports Medicine Building; 
Cardiac Diagnostic Center North, Concord Plaza – Quillen Building; and Cardiac 
Diagnostic Center – Middletown.  These locations received unit doses of primarily Tc-
99m from Cardinal Health on days when patients were being seen.  Doses at all 
locations were measured in a dose calibrator prior to administration. 
 
At Christiana Hospital, the NM department performed a wide range of therapeutic 
treatments.  Each year they performed approximately 4 Sm-153 lexidronam, 3 Y-90 
Zevalin, 25 Lu-177 dotatate, 58 Ra-223 dichloride, 46 Y-90 microsphere, 1 Sr-89 
chloride, and 93 I-131 sodium iodide treatments.  All therapeutic doses were received 
from a radiopharmacy or directly from the manufacturer.  Each dosage was pre-
calibrated and verified by the licensee using an onsite dose calibrator.  Each year, 
approximately 50 of the I-131 sodium iodide treatments were greater than 30 mCi. The 
primary route of administration for the I-131 sodium iodide treatments was in capsule 
form; however, liquid was used on occasion.  When liquid was administered the patient 
drank the I-131 sodium iodide solution in a ventilated area and staff performed 
bioassays.   
 
The Radiation Oncology department performed approximately 30 I-125 and Pd-103 
permanent brachytherapy implants annually.  The implants were done with real-time 
treatment planning.  Ultrasound imaging was performed 2-3 weeks prior to the treatment 
to determine prostrate volume and dose.  Dual-phase ultrasound was used to visualize 
the prostate at the time of treatment.  X-ray imaging was performed immediately 
following to look at the distribution of seeds.  All unused seeds were accounted for at the 
completion of the treatment and taken to a dedicated laboratory for decay in storage.  
Any extra seeds were recorded on a decay in storage log.  This closes the violation from 
Inspection No. 2018001.  A computed tomography (CT) scan was performed 
approximately five weeks after the implant.  This was used to complete post-implant 
dosimetry and was compared against the medical event reporting criteria.  All treatments 
were conducted on an outpatient basis and patients released in accordance with 10 CFR 
35.75.    
 
The Radiation Oncology program consisted of eight authorized users (AUs) and six 
authorized medical physicists (AMPs) and two facilities each with one HDR unit.  One 
AU was assigned to Union Hospital in Elkton, Maryland and had not performed any 
clinical work.  At the time of the inspection, only the HDR unit in the main hospital was in 
use.  The unit in the Helen F. Graham Center did not contain a source and there were no 
plans for its use in the future.  Both units were secured in locked facilities and the keys 
were restricted to the AMPs and Radiation Therapists.  The Radiation Oncology 
department performed approximately 880 HDR fractions per year.  The primary uses 
were gynecological, breast, and large skin lesions.  All required postings were available 
in the control rooms of each facility and staff were trained in emergency procedures as 
required by 35.610.      
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The licensee used both SIR-Spheres and TheraSpheres as part of their Y-90 
microsphere program.  The microspheres were received by the NM department.  The 
NM AU consulted with the Radiation Oncologist and the surgeon to evaluate each 
patient prior to treatment by performing a Tc-99m MAA mapping study to determine the 
lung shunt fraction.  Each treatment involved the participation of NM, Interventional 
Radiology, Surgery, Oncology, and other support staff.  The AMPs prepared the delivery 
system using a step-by-step procedure developed by the manufacturer.  A survey of the 
materials following the procedure was performed and used to calculate the administered 
dose.  Post therapy imaging was performed by NM prior to patient discharge.  The final 
dose was recorded on the written directive and used to evaluate whether the 
administration followed the prescription or whether a medical event occurred.  Waste 
materials were stored for decay prior to disposal.  
 

2. Material Receipt, Use, Transfer, and Control 
 
  a. Inspection Scope 
 

The inspectors reviewed the material receipt, use, transfer, and control of the licensee’s  
programs through interviews with workers, demonstrations by workers performing tasks 
regulated by NRC, and a review of selected records. 
 

  b. Observations and Findings 
 

Direct Observations/Interviews/Demonstrations 
 

The inspectors toured the Christiana Hospital, Helen F. Graham Center, Wilmington 
Hospital, and Cardiac Diagnostic Center at Pike Creek Sports Medicine Building.  At 
these locations the inspectors observed package receipts, dose calibrator quality control, 
explanations of procedures to patients, and preparations/administrations of patient 
dosages.  

 
Additionally, at Christiana Hospital the inspectors observed an HDR daily spot check and 
one HDR patient treatment.  The AU, AMP, and radiation therapist were present during 
the patient treatment and a radiation survey was performed of the patient following 
treatment prior to leaving the treatment vault.  Also, at Christiana Hospital, the licensee 
stored waste in a room located off the shipping and receiving dock.  The room contained 
Y-90 microsphere waste and I-131 waste that was being held for decay prior to survey 
and disposal as medical waste.   
 
Record Review 
 
The inspectors reviewed annual program audits and RSC meeting minutes.  The 
following records were also reviewed at Christiana Hospital, Helen F. Graham Center, 
Wilmington Hospital, and Cardiac Diagnostic Center, Pike Creek Sports Medicine 
Building: area surveys, area wipes, package receipts, package returns, sealed source 
inventories, sealed source leak tests, dosimetry, waste disposals, instrument 
calibrations, dose calibrator calibrations, DOT training, and radiation safety training.  A 
sample of written directives were reviewed for each type of therapeutic treatment.  
Additionally, patient release calculations and various written procedures were reviewed 
for therapies.  HDR records for daily spot checks, full calibrations, written directives, ion 
chamber and electrometer calibration, maintenance records, and survey records were 
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reviewed.  Some records were maintained electronically, and some were maintained on 
paper.   
 
The following is a summary of the findings from the records review: 
 

• The licensee performed a permanent implant brachytherapy treatment on 
December 26, 2019.  However, the licensee failed to perform a 
determination of the total source strength administered outside of the 
treatment site compared to the total source strength documented in the 
post-implantation portion of the written directive within 60 calendar days.  
Additionally, no written justification of patient unavailability was 
documented.  This was not in accordance with the licensee’s written 
procedure titled “QMP – Prostate Seed Implant,” and is a violation of 10 
CFR 35.41.    
 

• In prior inspections, the licensee received enforcement discretion based 
on NRC Enforcement Guidance Memorandum (EGM) 13-003 dated April 
18, 2013 with the subject “Enforcement Guidance Memorandum - Interim 
Guidance For Dispositioning Violations Involving 10 CFR 35.60 And 10 
CFR 35.63 For The Calibration Of Instrumentation To Measure The 
Activity Of Rubidium-82 And The Determination Of Rubidium-82 Patient 
Dosages” for 10 CFR 35.60 and 10 CFR 35.63 since they met the criteria 
listed in the EGM.  However, during this inspection it was discovered that 
one AU for medical uses under 10 CFR 35.200 who was using Rb-82 
chloride did not complete training specific to the manufacture and model 
of the generator and infusion cart being used. For this reason, the 
violations associated with the Rb-82 generator were not eligible for 
discretion.  The following violations associated with the Rb-82 generator 
were cited as SLIV violations: 1) 10 CFR 35.60 requires a licensee to 
calibrate the instrument used to measure the activity of the dosage 
administered to each patient or human research subject.  This calibration 
may either be performed in accordance with nationally recognized 
standards or calibration instructions provided by the manufacturer.  
However, there were currently neither nationally recognized standards 
nor specific calibration procedures for calibrating detectors in a dynamic 
mode (i.e., while liquids are flowing by the detector).  Until such standards 
or procedures are developed, compliance with 10 CFR 35.60 is not 
possible; 2) 10 CFR 35.63 requires a licensee to determine the activity of 
each dosage administered before medical use.  Due to the 76 second 
half-life of Rb-82 and direct infusion into the patient, users of this 
generator system were unable to measure patient dosages of Rb-82 prior 
to administration. 
 

• During a review of the Y-90 microsphere program the inspectors 
requested to review the waste records for the waste generated through 
the Y-90 treatment process.  The inspectors were informed that no 
records of the release of the waste associated with this treatment existed. 
This is a violation of 10 CFR 35.2092.  
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Independent Radiation Measurements 

 

Independent radiation surveys were conducted at all the inspected facilities. Survey 

locations included the hot labs, the camera rooms, the injection areas, the HDR vaults, 

and the seed storage laboratory; the survey results were consistent with the licensee’s 
postings, the licensee’s results, and applicable regulatory limits. 

 

Instrument type:   Model # 2401-P 

    NRC S/N: 344918    calibration expiration date: December 6, 2020  

 

Instrument type:   Model # 2401-P 

    NRC S/N: 281353    calibration expiration date: January 30, 2021 

  
 
  c. Conclusions 

 
During this inspection, four SLIV violations of NRC requirements were identified.  The 
following are the violations: 

 

E. 10 CFR 35.41(a) states, in part, for any administration requiring a written 
directive, the licensee shall develop, implement, and maintain written 
procedures.  10 CFR 35.41(b) states, in part, at a minimum, the procedures 
required by paragraph (a) of this section must address the following items 
that are applicable to the licensee's use of byproduct material; 10 CFR 
35.41(b)(6) states, in part, that the procedure must address determining for 
permanent implant brachytherapy, within 60 calendar days from the date the 
implant was performed, the total source strength administered outside of the 
treatment site compared to the total source strength documented in the post-
implantation portion of the written directive, unless a written justification of 
patient unavailability is documented. 

 
Contrary to the above, on December 26, 2019, a permanent implant 
brachytherapy treatment was performed but no determination of the total 
source strength administered outside of the treatment site compared to the 
total source strength documented in the post-implantation portion of the 
written directive was performed within 60 calendar days.  Additionally, no 
written justification of patient unavailability was documented.  
 
This is a Severity Level IV violation (NRC Enforcement Policy, Section 6.3). 
 

F. 10 CFR 35.60(a) states, in part, for direct measurements performed in 
accordance with 10 CFR 35.63, a licensee shall possess and use 
instrumentation to measure the activity of unsealed byproduct material before 
it is administered to each patient or human research subject.  Furthermore, 
10 CFR 35.60(b) states, in part, a licensee shall calibrate the instrumentation 
required in paragraph (a) of this section in accordance with nationally 
recognized standards or the manufacturer's instructions. 
 
Contrary to the above the licensee did not calibrate the instrument used to 
measure the activity of the dosage administered to each patient in 
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accordance with nationally recognized standards or calibration instructions 
provided by the manufacturer.  Specifically, from March 2020 through August 
2020, the licensee did not calibrate the dynamic detector used to measure 
the dosage of Rb-82 as part of their BRACCO Rb-82 generator since neither 
nationally recognized standards nor the manufacturer's instructions exist for 
this type of detector.  
 
This is a Severity Level IV violation (NRC Enforcement Policy, Section 6.3). 
 

G. 10 CFR 35.63 states, in part, that a licensee shall determine and record the 
activity of each dosage before medical use. 

 
Contrary to the above, the licensee did not determine and record the activity 
of each dosage before medical use.  Specifically, from March 2020 through 
August 2020, the licensee did not determine and record the activity of each 
dosage of Rb-82 before medical use administered to patients for the time 
period stated above.  
 
This is a Severity Level IV violation (NRC Enforcement Policy, Section 6.3). 
 

H. 10 CFR 35.2092 states, in part, a licensee shall maintain records of the 
disposal of licensed materials, as required by 10 CFR 35.92, for 3 years.  

 
Contrary to the above, for an undetermined period of time prior to August 
2020, the licensee did not maintain records of the disposal of licensed 
materials, as required by 10 CFR 35.92, for 3 years.  During the inspection 
period the licensee failed to maintain records of disposal of all Y-90 
microsphere waste.  

 
This is a Severity Level IV violation (NRC Enforcement Policy, Section 6.3). 

 
 

3. Exit Meeting 
 

On September 2, 2020, the inspectors conducted an exit meeting by telephone with 
CCHS.  The inspection findings and violations were discussed.  The licensee 
acknowledged the inspection findings.   
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ATTACHMENT 
 
 
PARTIAL LIST OF PERSONS CONTACTED 

 
# Individual(s) present at entrance meeting 
* Individual(s) present at on-site inspection debrief 
+Individual(s) present for telephonic exit meeting 
 
*+ Kert Anzilotti, Chief Medical Office 
 Hungcheng Chen, Medical Physicist 
* Beverly Cusano, Director of Radiation Oncology 
*+ Hung Dam, M.D., Chief of Nuclear Medicine, RSC Chair 
*+ Kavitha Edupuganti, Senior Project Manager, Patient Safety and Accreditation 
* Anthony Gialloreto, Director of Nuclear Medicine 
 Ann Marie Messick, Manager 
* Firas Mourtada, Chief Medical Physicist 
* Theresa Riggle, Nuclear Medicine/PET Manager 
 Abhirup Sarkar, Senior Physicist 
#*+   Xiaoqian (Carol) Wen, RSO 
 
INSPECTION PROCEDURES USED 
 
IP 87130, Nuclear Medicine Programs, Written Directive Not Required 
IP 87131, Nuclear Medicine Programs, Written Directive Required 
IP 87132, Brachytherapy Programs 
 
LIST OF ACRONYMS USED 
 
AMP: Authorized Medical Physicist  
AU: Authorized User 
CCHS: Christiana Care Health Services, Inc., Christiana Care Health System 
CFR:  Code of Federal Regulations 
CT: Computed Tomography 
DOT: Department of Transportation 
EGM: Enforcement Guidance Memorandum 
HDR: High Dose Rate Remote Afterloader 
NM: Nuclear Medicine 
NMT: Nuclear Medicine Technologist 
NRC: Nuclear Regulatory Commission 
PET: Position Emission Tomography 
RSC: Radiation Safety Committee 
RSO:  Radiation Safety Officer 
SLIV: Severity Level IV 
 
 
 


		2020-09-28T11:12:24-0400
	Robin L. Elliott


		2020-09-28T10:42:17-0400
	Elizabeth D. Engelmann


		2020-09-28T14:19:30-0400
	Donna M. Janda


		2020-09-28T14:22:10-0400
	Donna M. Janda




