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Maria L. (USAPR)
Subject: [External_Sender] Cyclotron
Date: Monday, December 4, 2023 10:32:32 AM
Attachments: Frankel 11.15.23 comments on PROTECTIVE NOTICE OF COMPLIANCE OBLIGATIONS_RAS.docx

NRC_1.pdf

Good morning to all. Just to confirm our various telephone conferences regarding the secure
and safe keeping of the Cyclotron presently in custody of the “ Sucesion “ of  Dr. Frank
Kolodziej. Take this opportunity to enclose Notice, both in Spanish and English, which is self-
explanatory. In essence, what matters to the NRC principally, is that those in control of the
facility are aware of the requirements set forth in the Notice and the radiological hazards still
posed by certain equipment within the facility and, that, the facility won’t  be transferred /
sold to an unaware entity. If the “Sucesion” acknowledges this, please reply to this email with
your approval  at your earliest convenience. Thank you and Happy Holidays.     
 
Fidel A. Sevillano-Del Rio
Assistant U.S. Attorney
Chief Civil Division
Office: 787-282-1844
Mobile: 787-340-1780
fidel.sevillano@usdoj.gov
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 NOTICE OF COMPLIANCE OBLIGATIONS FILED BY THE UNITED STATES OF AMERICA ON BEHALF OF THE UNITED STATES NUCLEAR REGULATORY COMMISSION



INTRODUCTION 



The United States files this notice of compliance obligations (“Notice”) at the request of the United States Nuclear Regulatory Commission (“NRC”). This Notice seeks to alert the Court and interested parties of the NRC’s regulatory authority with respect to the facility located at Calle José Marti #56, Hato Rey, Puerto Rico (the “Facility”), the contents of which likely pose radiological dangers to human health, and of the responsibilities incumbent upon any owner of the Facility to comply with applicable laws, regulations, and NRC license conditions regarding radiological safety. It is the understanding of the NRC that ownership of the Facility will be settled as part of the estate of Dr. Frank Kolodziej. 



BACKGROUND



Pursuant to the Atomic Energy Act of 1954, as amended, the NRC issued Materials License No. 52-31352-02 to International Cyclotron, Inc. on Aug. 20, 2009 (ADAMS Accession No. ML092330012).[footnoteRef:2] That license authorized the use of an accelerator (i.e., a cyclotron) to produce pharmaceutical radionuclides, the packaging and distribution of produced radiochemicals and sealed sources, possession and storage of byproduct materials incidental to radionuclide production, and calibration and checking of the licensee’s instruments. All of these activities were licensed to occur at the Facility.[footnoteRef:3]  [2:  Designation in parentheses refers to an Agency-wide Documents Access and Management System
(ADAMS) accession number. Unless otherwise noted, documents referenced in this letter are publicly available using the accession number in ADAMS, which is available at https://adams.nrc.gov/wba/. The current iteration of Materials License No. 52-31352-02, issued on April 30, 2015, can be found at ADAMS Accession No. ML15138A244. 
]  [3:  The cyclotron did operate before NRC licensing in 2009. Prior to 2009, a license was not required. Section 651 of the Energy Policy Act of 2005 amended Section 11e. of the Atomic Energy Act of 1954 to include accelerator-produced radioactive material within the definition of byproduct material, thereby placing accelerator-produced radioactive material under NRC licensing jurisdiction. Pub.L. 109-58, § 651, 119 Stat. 594, 807 (2005).
] 




10 C.F.R. § 30.35 of the NRC’s regulations requires each holder of a specific license authorizing the possession and use of unsealed byproduct material of half-life greater than 120 days and in quantities exceeding 105 times the applicable quantities set forth in Appendix B to 10 C.F.R. Part 30 to provide a guarantee, or other financial arrangement, assuring that funds for decommissioning will be available when needed (i.e., financial assurance).[footnoteRef:4] When International Cyclotron submitted its NRC license application, it requested authorization to possess and use radioactive material of half-life greater than 120 days and in quantities exceeding 105 times the applicable quantities set forth in Appendix B to Part 30. Hence, International Cyclotron was required to provide financial assurance for decommissioning of the Facility. However, financial assurance was not adequately provided and, therefore, the NRC issued an order, effective February 17, 2012, requiring that all NRC licensed activities cease at the Facility, unless financial assurance was provided in a timely manner (ADAMS Accession No. ML11347A244). Financial assurance was not timely provided and, as far as the NRC is aware, licensed activities, including use of the cyclotron, were never resumed subsequent to February 17, 2012. Material License 52-31352-02 was later revoked on Sept. 27, 2017 for the failure to pay fees (ADAMS Accession No. ML17269A216). [4:  The requirement to provide financial assurance is in addition to a licensee's regulatory obligation to decommission its facilities; the intent of the requirement is to ensure that a suitable mechanism for financing the decommissioning of licensed facilities is in place in the event that a licensee is unable or unwilling to complete decommissioning. The term, “decommission,” as defined by the NRC, “means to remove a facility or site safely from service and reduce residual radioactivity to a level that permits—(1) [r]elease of the property for unrestricted use and termination of the license; or (2) [r]elease of the property under restricted conditions and termination of the license.” 10 C.F.R. § 30.4.] 




CURRENT RADIOLOGICAL STATUS OF THE FACILITY



As it stands, in accordance with 10 C.F.R. § 30.36(c), Materials License No. 52-31352-02 continues in effect with respect to possession of licensed material, limited to actions related to decommissioning. While discrete radioactive sources at the Facility have been removed, additional decommissioning of the Facility is still necessary because of the radionuclides (i.e., incidentally activated components) present in the cyclotron itself that could pose risks to human health. Most of those radionuclides are short-lived, but a few remain radioactive for years. Based on conservative calculations performed by the NRC in 2019 (ADAMS Accession No. ML19329A086), it was determined that most of the cyclotron components would be no longer of concern. However, the target holder and target materials inside the cyclotron might still be of concern due to the specific radionuclides remaining in them. Unfortunately, the NRC was not made aware of the status of the target and target holder at the time of shutdown of the cyclotron in 2012 and that area of the cyclotron has been inaccessible since the loss of power to the Facility. Were an individual today to retrieve such a small component from the cyclotron and carry it in their pocket for 4 hours, that individual could receive a radiological dose in excess of the NRC’s unrestricted release limit of 25 millirem in a year. As discussed below, that would remain the case until after December 2025.



Pursuant to 10 C.F.R. § 30.3, were ownership of the Facility to be transferred, the new owner would need to obtain a license from the NRC (for possession of radioactive materials incident to decommissioning) and agree to accept responsibility for the decommissioning of the Facility (to include the cyclotron, along with any residual radioactive materials). Normally, the new owner would be required to obtain such a license prior to the occurrence of the transfer.



At this time, there are two viable options for the completion of decommissioning of the Facility: 



1. Due to the natural radioactive decay of the activated materials in the cyclotron, residual radioactivity would be reduced to acceptable levels by the end of December 2025, and the NRC would be able to release the property for unrestricted use at that time. If the Facility is retained by the current estate until after December 2025, it could then be transferred without further NRC licensing activities or restrictions. In the interim, access to the Facility would need to be appropriately restricted.



2. Further decommissioning of the cyclotron must be performed if the Facility is to be released for unrestricted use prior to the end of December 2025. This would require persons knowledgeable of cyclotron operations and radiation surveys to perform removal of the remaining residual radioactive materials; such persons would need to be licensed by the NRC (or an NRC Agreement State) to perform those activities. 



CONCLUSION 



The United States does not seek any action on the part of this Court. As stated, the United States has filed this Notice to alert the Court and interested parties that (1) some of the cyclotron components located in the Facility continue to constitute radiological hazards to human health and (2) any owner of the Facility, prior to the end of December 2025, would be held responsible by the NRC for the safe decommissioning of the facility. If any of the parties have questions concerning matters of NRC regulation of the Facility, they may contact Brett Klukan, Regional Counsel for Region I of the NRC, at 610-337-5301 or by email (Brett.Klukan@nrc.gov).






















 NOTICE OF COMPLIANCE OBLIGATIONS FILED BY THE UNITED STATES OF AMERICA 
ON BEHALF OF THE UNITED STATES NUCLEAR REGULATORY COMMISSION 

 
INTRODUCTION  
 
The United States files this notice of compliance obligations (“Notice”) at the request of the 
United States Nuclear Regulatory Commission (“NRC”). This Notice seeks to alert the Court and 
interested parties of the NRC’s regulatory authority with respect to the facility located at Calle 
José Marti #56, Hato Rey, Puerto Rico (the “Facility”), the contents of which likely pose 
radiological dangers to human health, and of the responsibilities incumbent upon any owner of 
the Facility to comply with applicable laws, regulations, and NRC license conditions regarding 
radiological safety. It is the understanding of the NRC that ownership of the Facility will be 
settled as part of the estate of Dr. Frank Kolodziej.  
 
BACKGROUND 
 
Pursuant to the Atomic Energy Act of 1954, as amended, the NRC issued Materials License No. 
52-31352-02 to International Cyclotron, Inc. on Aug. 20, 2009 (ADAMS Accession No. 
ML092330012).1 That license authorized the use of an accelerator (i.e., a cyclotron) to produce 
pharmaceutical radionuclides, the packaging and distribution of produced radiochemicals and 
sealed sources, possession and storage of byproduct materials incidental to radionuclide 
production, and calibration and checking of the licensee’s instruments. All of these activities 
were licensed to occur at the Facility.2  
 
10 C.F.R. § 30.35 of the NRC’s regulations requires each holder of a specific license authorizing 
the possession and use of unsealed byproduct material of half-life greater than 120 days and in 
quantities exceeding 105 times the applicable quantities set forth in Appendix B to 10 C.F.R. Part 
30 to provide a guarantee, or other financial arrangement, assuring that funds for 
decommissioning will be available when needed (i.e., financial assurance).3 When International 
Cyclotron submitted its NRC license application, it requested authorization to possess and use 
radioactive material of half-life greater than 120 days and in quantities exceeding 105 times the 
applicable quantities set forth in Appendix B to Part 30. Hence, International Cyclotron was 
required to provide financial assurance for decommissioning of the Facility. However, financial 
assurance was not adequately provided and, therefore, the NRC issued an order, effective 
February 17, 2012, requiring that all NRC licensed activities cease at the Facility, unless 
financial assurance was provided in a timely manner (ADAMS Accession No. ML11347A244). 
Financial assurance was not timely provided and, as far as the NRC is aware, licensed 

 
1 Designation in parentheses refers to an Agency-wide Documents Access and Management System 
(ADAMS) accession number. Unless otherwise noted, documents referenced in this letter are publicly available using 
the accession number in ADAMS, which is available at https://adams.nrc.gov/wba/. The current iteration of Materials 
License No. 52-31352-02, issued on April 30, 2015, can be found at ADAMS Accession No. ML15138A244.  
 
2 The cyclotron did operate before NRC licensing in 2009. Prior to 2009, a license was not required. Section 651 of 
the Energy Policy Act of 2005 amended Section 11e. of the Atomic Energy Act of 1954 to include accelerator-
produced radioactive material within the definition of byproduct material, thereby placing accelerator-produced 
radioactive material under NRC licensing jurisdiction. Pub.L. 109-58, § 651, 119 Stat. 594, 807 (2005). 
 
3 The requirement to provide financial assurance is in addition to a licensee's regulatory obligation to decommission 
its facilities; the intent of the requirement is to ensure that a suitable mechanism for financing the decommissioning of 
licensed facilities is in place in the event that a licensee is unable or unwilling to complete decommissioning. The 
term, “decommission,” as defined by the NRC, “means to remove a facility or site safely from service and reduce 
residual radioactivity to a level that permits—(1) [r]elease of the property for unrestricted use and termination of the 
license; or (2) [r]elease of the property under restricted conditions and termination of the license.” 10 C.F.R. § 30.4. 



activities, including use of the cyclotron, were never resumed subsequent to February 17, 2012. 
Material License 52-31352-02 was later revoked on Sept. 27, 2017 for the failure to pay fees 
(ADAMS Accession No. ML17269A216). 
 
CURRENT RADIOLOGICAL STATUS OF THE FACILITY 
 
As it stands, in accordance with 10 C.F.R. § 30.36(c), Materials License No. 52-31352-02 
continues in effect with respect to possession of licensed material, limited to actions related to 
decommissioning. While discrete radioactive sources at the Facility have been removed, 
additional decommissioning of the Facility is still necessary because of the radionuclides (i.e., 
incidentally activated components) present in the cyclotron itself that could pose risks to human 
health. Most of those radionuclides are short-lived, but a few remain radioactive for years. 
Based on conservative calculations performed by the NRC in 2019 (ADAMS Accession No. 
ML19329A086), it was determined that most of the cyclotron components would be no longer of 
concern. However, the target holder and target materials inside the cyclotron might still be of 
concern due to the specific radionuclides remaining in them. Unfortunately, the NRC was not 
made aware of the status of the target and target holder at the time of shutdown of the cyclotron 
in 2012 and that area of the cyclotron has been inaccessible since the loss of power to the 
Facility. Were an individual today to retrieve such a small component from the cyclotron and 
carry it in their pocket for 4 hours, that individual could receive a radiological dose in excess of 
the NRC’s unrestricted release limit of 25 millirem in a year. As discussed below, that would 
remain the case until after December 2025. 
 
Pursuant to 10 C.F.R. § 30.3, were ownership of the Facility to be transferred, the new owner 
would need to obtain a license from the NRC (for possession of radioactive materials incident to 
decommissioning) and agree to accept responsibility for the decommissioning of the Facility (to 
include the cyclotron, along with any residual radioactive materials). Normally, the new owner 
would be required to obtain such a license prior to the occurrence of the transfer. 
 
At this time, there are two viable options for the completion of decommissioning of the Facility:  
 

1. Due to the natural radioactive decay of the activated materials in the cyclotron, 
residual radioactivity would be reduced to acceptable levels by the end of December 
2025, and the NRC would be able to release the property for unrestricted use at that 
time. If the Facility is retained by the current estate until after December 2025, it could 
then be transferred without further NRC licensing activities or restrictions. In the interim, 
access to the Facility would need to be appropriately restricted. 

 
2. Further decommissioning of the cyclotron must be performed if the Facility is to be 
released for unrestricted use prior to the end of December 2025. This would require 
persons knowledgeable of cyclotron operations and radiation surveys to perform 
removal of the remaining residual radioactive materials; such persons would need to be 
licensed by the NRC (or an NRC Agreement State) to perform those activities.  

 
CONCLUSION  
 
The United States does not seek any action on the part of this Court. As stated, the United 
States has filed this Notice to alert the Court and interested parties that (1) some of the 
cyclotron components located in the Facility continue to constitute radiological hazards to 
human health and (2) any owner of the Facility, prior to the end of December 2025, would be 
held responsible by the NRC for the safe decommissioning of the facility. If any of the parties 



have questions concerning matters of NRC regulation of the Facility, they may contact Brett 
Klukan, Regional Counsel for Region I of the NRC, at 610-337-5301 or by email 
(Brett.Klukan@nrc.gov). 
 

mailto:Brett.Klukan@nrc.gov









	1205-14 International Cyclotron, Inc., email sending Protective Notice of Compliance Obligations to licensee contacts
	Frankel 11.15.23 comments on PROTECTIVE NOTICE OF COMPLIANCE OBLIGATIONS_RAS
	NRC_1

