From: Jason Kelly

To: laura.smith7@stjohn.org

Cc: laura.smith5@ascension.org

Subject: U.S. NRC Materials License #21-03210-01 - Request for Additional Information
Date: Thursday, May 11, 2023 4:54:00 PM

Ms. Smith:

| am reviewing the request for renewal of U.S. Nuclear Regulatory Commission (NRC) Materials
License No. 21-03210-01. Upon review, | identified the following items needing additional or
clarifying information:

The US. N

RC’s guidance document for your type of license, which | refer to below as “the guidance,”

is NUREG-1556, Volume 9, Rev. 3, dated September 2019, “Consolidated Guidance About Materials
Licenses: Program-Specific Guidance About Medical Use Licenses.” This guidance is available on the

U.S. NRC website at: https://www.nrc.gov/docs/ML1925/ML19256C219.pdf

1. Section 8.9.1, “Facility Diagram,” of the guidance states that the following information should
be provided in your facility diagrams and descriptions:

Indicate the address on each facility diagram or drawing.

Identify all areas/rooms where licensed radioactive material will be received, stored, and
used (e.g., imaging room, stress/treadmill room, injection room, etc.).

Provide the dimensions/scale for the areas/rooms where radioactive material will be
received, stored, and used. The direction of north should be indicated.

Describe adjacent areas/rooms to the areas where radioactive material will be received,
stored, and used (e.g. hallways, outside/exterior, labs, waiting room, hallway, office, etc.).
Describe the area above and below areas/rooms where radioactive material will be
received, stored, and used.

Describe/label details such as sinks, dose calibrator, L-block, shielded cave, fume hood,
material receipt area and waste storage inside the hot lab.

Provide shielding calculations for PET facilities, in-patient rooms for 10 CFR 35.300 and 10
CFR 35.400 use, High Dose-Rate/Pulsed Dose Rate and Low-Dose Rate Remote
Afterloaders, Teletherapy, and Gamma stereotactic radiosurgery (GSR). Include
information about the type, thickness, and density of any necessary shielding to enable
independent verification of shielding calculations, and a description of any portable
shields used (e.g., shielding of proposed patient rooms used for implant therapy, including
the dimensions of any portable shield, if one is used; source storage safe). The
calculations should include the workload assumptions used.

For PET, radiopharmaceutical, and sealed-source therapies, provide a description of
surrounding areas, including the occupancy factors, and indicate whether the areas are
restricted or unrestricted, as defined in 10 CFR 20.1003. For calculations of the maximum
exposure in any given hour, an occupancy factor will not be used.

Describe the availability of additional equipment used for handling and storing
radiopharmaceutical therapy dosages, as applicable.

Describe measures to secure radioactive material (e.g. describe or label locking doors,
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cabinets, or containers, etc.).

The submitted facility diagrams and descriptions did not include all applicable information
specified in the guidance.

Please resubmit and revise your facility diagrams and descriptions providing the information
specified in the guidance, particularly including the identification of access controls,
dimensions, adjacent areas and shielding calculations for HDR High Dose-Rate Remote
Afterloaders (including a description of surrounding areas and occupancy factors).

2. Section 8.10.10, “Material Receipt and Accountability,” identifies that licensees must comply
with the NSTS Reporting Requirements, as described in Title 10 of the Code of Federal
Regulations (10 CFR) §20.2207.

In Item 10 of your application, the following statement is provided: “We will comply with
the National Source Tracking System (NSTS) reporting requirement, as described in 10 CFR
20.2207.

Upon review of your licensee application and requested licensed authorizations, it is not
apparent that your proposed licensed activities are subject to the National Source Tracking
System reporting requirements. Therefore, please clarify if the inclusion of the above
statement was made in error.

3. Section 8.11, “Item 11: Waste Management,” identifies that a licensee should contact the
appropriate NRC Regional Office for guidance on treatment or disposal of waste by
incineration or compaction.

Your application identifies that you are seeking guidance regarding treatment or disposal of
waste by incineration or compaction.

Upon review of your license application and requested authorizations, it is not apparent that
treatment or disposal of waste by incineration or compaction is necessary. Therefore,
please clarify if you are seeking to dispose of radioactive waste by incineration or
compaction. Applicable guidance regarding disposal of radioactive waste by incineration or
compaction is provided below:

Compaction

Licensees may implement procedures to reduce the volume of radioactive waste for final
disposal in an authorized low-level radioactive waste (LLWR) disposal facility. These
procedures include volume reduction by segregating, consolidating, compacting, or allowing
certain waste to decay-in-storage. Waste compaction or other treatments can reduce the
volume of radioactive waste, but such processes may pose additional radiological hazards
(e.g., airborne radioactivity or increased radiation levels) to workers, members of the public,
and the environment. Safety procedures to address these concerns should be implemented.



Applicants must describe in detail waste volume reduction operations that could create a
radiological hazard to licensee employees or the general public. Appendix O of NUREG-1556,
Vol. 11, Rev. 1, includes a model procedure for waste compaction.

Incineration

Applicable guidance identifies that applicants that wish to treat or dispose of licensed
material by incineration must comply with the requirements of 10 CFR 20.2004, “Treatment
or disposal by incineration.” Applicants proposing incineration should be aware that a notice
in the Federal Register may be required before disposal of ash as ordinary waste can be
approved. However, approval of incineration pursuant to 10 CFR 20.2004 does not require
notice in the Federal Register if the ash is disposed as radioactive waste or transferred to a
specific licensee. Policy and Guidance Directive PG 8-10, “Disposal of Incineration Ash as
Ordinary Waste,” dated January 1997, provides guidance on the disposal of ash. Appendix O
of NUREG-1556, Vol. 11, Rev. 1, includes a model procedure for incineration of waste.

Applicants that are considering disposal of radioactive material by incineration should review
Regulatory Guide 8.37, “ALARA Levels for Effluents from Materials Facilities,” dated July
1993. Regulatory Guide 8.37 deals with the application of ALARA in controlling gaseous and

liquid effluents and references documents containing acceptable methods of effluent
monitoring.

Please respond to this request for additional information in writing within 15 calendar days. Please

reference your license number and Control Number 632441 in your signed response letter.

Jason M Kelly, MPH

Health Physicist

Materials Licensing Branch

U.S. Nuclear Regulatory Commission
Region llI

2443 Warrenville Road, Suite 210
Lisle, IL 60532-4352

Office: (630) 829-9737

Fax: (630) 515-1078

Proteceing Peaple and the Environment

http://www.nrc.gov,


http://www.nrc.gov/

From: Jason Kelly

To: Martha Pavon

Cc: Sandy Pavon

Subject: FW: U.S. NRC Materials License #21-03210-01 - Request for Additional Information
Date: Thursday, May 11, 2023 5:16:24 PM

Attachments: U.S. NRC Materials License #21-03210-01 - Request for Additional Information.pdf

Form 665 (RAI E-mail - 5-11-2023).pdf

Martha,

Attached is a Request for Additional Information (E-mail) dated May 11, 2023 for Materials License
No. 21-03210-01 (Ascension St. John Hospital), Docket No. 030-02028 for Control No. 632441. |
have also attached a completed Form 665.

Jason M Kelly, MPH

Health Physicist

U.S. NRC Region Ill = DRSS MLB
Phone: (630) 829-9737

E-mail: Jason.Kelly@nrc.gov

From: Jason Kelly

Sent: Thursday, May 11, 2023 4:55 PM

To: laura.smith7 @stjohn.org

Cc: laura.smith5@ascension.org

Subject: U.S. NRC Materials License #21-03210-01 - Request for Additional Information

Ms. Smith:

| am reviewing the request for renewal of U.S. Nuclear Regulatory Commission (NRC) Materials
License No. 21-03210-01. Upon review, | identified the following items needing additional or
clarifying information:

The U.S. NRC’s guidance document for your type of license, which | refer to below as “the guidance,”
is NUREG-1556, Volume 9, Rev. 3, dated September 2019, “Consolidated Guidance About Materials
Licenses: Program-Specific Guidance About Medical Use Licenses.” This guidance is available on the

U.S. NRC website at: https://www.nrc.gov/docs/ML1925/ML19256C219.pdf

1. Section 8.9.1, “Facility Diagram,” of the guidance states that the following information should
be provided in your facility diagrams and descriptions:

¢ Indicate the address on each facility diagram or drawing.

¢ |dentify all areas/rooms where licensed radioactive material will be received, stored, and
used (e.g., imaging room, stress/treadmill room, injection room, etc.).

e Provide the dimensions/scale for the areas/rooms where radioactive material will be
received, stored, and used. The direction of north should be indicated.
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From: Jason Kelly

To: laura.smith7@stjohn.org

Cc: laura.smith5@ascension.org

Subject: U.S. NRC Materials License #21-03210-01 - Request for Additional Information
Date: Thursday, May 11, 2023 4:54:00 PM

Ms. Smith:

| am reviewing the request for renewal of U.S. Nuclear Regulatory Commission (NRC) Materials
License No. 21-03210-01. Upon review, | identified the following items needing additional or
clarifying information:

The US. N

RC’s guidance document for your type of license, which | refer to below as “the guidance,”

is NUREG-1556, Volume 9, Rev. 3, dated September 2019, “Consolidated Guidance About Materials
Licenses: Program-Specific Guidance About Medical Use Licenses.” This guidance is available on the

U.S. NRC website at: https://www.nrc.gov/docs/ML1925/ML19256C219.pdf

1. Section 8.9.1, “Facility Diagram,” of the guidance states that the following information should
be provided in your facility diagrams and descriptions:

Indicate the address on each facility diagram or drawing.

Identify all areas/rooms where licensed radioactive material will be received, stored, and
used (e.g., imaging room, stress/treadmill room, injection room, etc.).

Provide the dimensions/scale for the areas/rooms where radioactive material will be
received, stored, and used. The direction of north should be indicated.

Describe adjacent areas/rooms to the areas where radioactive material will be received,
stored, and used (e.g. hallways, outside/exterior, labs, waiting room, hallway, office, etc.).
Describe the area above and below areas/rooms where radioactive material will be
received, stored, and used.

Describe/label details such as sinks, dose calibrator, L-block, shielded cave, fume hood,
material receipt area and waste storage inside the hot lab.

Provide shielding calculations for PET facilities, in-patient rooms for 10 CFR 35.300 and 10
CFR 35.400 use, High Dose-Rate/Pulsed Dose Rate and Low-Dose Rate Remote
Afterloaders, Teletherapy, and Gamma stereotactic radiosurgery (GSR). Include
information about the type, thickness, and density of any necessary shielding to enable
independent verification of shielding calculations, and a description of any portable
shields used (e.g., shielding of proposed patient rooms used for implant therapy, including
the dimensions of any portable shield, if one is used; source storage safe). The
calculations should include the workload assumptions used.

For PET, radiopharmaceutical, and sealed-source therapies, provide a description of
surrounding areas, including the occupancy factors, and indicate whether the areas are
restricted or unrestricted, as defined in 10 CFR 20.1003. For calculations of the maximum
exposure in any given hour, an occupancy factor will not be used.

Describe the availability of additional equipment used for handling and storing
radiopharmaceutical therapy dosages, as applicable.

Describe measures to secure radioactive material (e.g. describe or label locking doors,
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cabinets, or containers, etc.).

The submitted facility diagrams and descriptions did not include all applicable information
specified in the guidance.

Please resubmit and revise your facility diagrams and descriptions providing the information
specified in the guidance, particularly including the identification of access controls,
dimensions, adjacent areas and shielding calculations for HDR High Dose-Rate Remote
Afterloaders (including a description of surrounding areas and occupancy factors).

2. Section 8.10.10, “Material Receipt and Accountability,” identifies that licensees must comply
with the NSTS Reporting Requirements, as described in Title 10 of the Code of Federal
Regulations (10 CFR) §20.2207.

In Item 10 of your application, the following statement is provided: “We will comply with
the National Source Tracking System (NSTS) reporting requirement, as described in 10 CFR
20.2207.

Upon review of your licensee application and requested licensed authorizations, it is not
apparent that your proposed licensed activities are subject to the National Source Tracking
System reporting requirements. Therefore, please clarify if the inclusion of the above
statement was made in error.

3. Section 8.11, “Item 11: Waste Management,” identifies that a licensee should contact the
appropriate NRC Regional Office for guidance on treatment or disposal of waste by
incineration or compaction.

Your application identifies that you are seeking guidance regarding treatment or disposal of
waste by incineration or compaction.

Upon review of your license application and requested authorizations, it is not apparent that
treatment or disposal of waste by incineration or compaction is necessary. Therefore,
please clarify if you are seeking to dispose of radioactive waste by incineration or
compaction. Applicable guidance regarding disposal of radioactive waste by incineration or
compaction is provided below:

Compaction

Licensees may implement procedures to reduce the volume of radioactive waste for final
disposal in an authorized low-level radioactive waste (LLWR) disposal facility. These
procedures include volume reduction by segregating, consolidating, compacting, or allowing
certain waste to decay-in-storage. Waste compaction or other treatments can reduce the
volume of radioactive waste, but such processes may pose additional radiological hazards
(e.g., airborne radioactivity or increased radiation levels) to workers, members of the public,
and the environment. Safety procedures to address these concerns should be implemented.





Applicants must describe in detail waste volume reduction operations that could create a
radiological hazard to licensee employees or the general public. Appendix O of NUREG-1556,
Vol. 11, Rev. 1, includes a model procedure for waste compaction.

Incineration

Applicable guidance identifies that applicants that wish to treat or dispose of licensed
material by incineration must comply with the requirements of 10 CFR 20.2004, “Treatment
or disposal by incineration.” Applicants proposing incineration should be aware that a notice
in the Federal Register may be required before disposal of ash as ordinary waste can be
approved. However, approval of incineration pursuant to 10 CFR 20.2004 does not require
notice in the Federal Register if the ash is disposed as radioactive waste or transferred to a
specific licensee. Policy and Guidance Directive PG 8-10, “Disposal of Incineration Ash as
Ordinary Waste,” dated January 1997, provides guidance on the disposal of ash. Appendix O
of NUREG-1556, Vol. 11, Rev. 1, includes a model procedure for incineration of waste.

Applicants that are considering disposal of radioactive material by incineration should review
Regulatory Guide 8.37, “ALARA Levels for Effluents from Materials Facilities,” dated July
1993. Regulatory Guide 8.37 deals with the application of ALARA in controlling gaseous and

liquid effluents and references documents containing acceptable methods of effluent
monitoring.

Please respond to this request for additional information in writing within 15 calendar days. Please

reference your license number and Control Number 632441 in your signed response letter.

Jason M Kelly, MPH

Health Physicist

Materials Licensing Branch

U.S. Nuclear Regulatory Commission
Region llI

2443 Warrenville Road, Suite 210
Lisle, IL 60532-4352

Office: (630) 829-9737

Fax: (630) 515-1078

Proteceing Peaple and the Environment

http://www.nrc.gov,



http://www.nrc.gov/
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e Describe adjacent areas/rooms to the areas where radioactive material will be received,
stored, and used (e.g. hallways, outside/exterior, labs, waiting room, hallway, office, etc.).

e Describe the area above and below areas/rooms where radioactive material will be
received, stored, and used.

e Describe/label details such as sinks, dose calibrator, L-block, shielded cave, fume hood,
material receipt area and waste storage inside the hot lab.

e Provide shielding calculations for PET facilities, in-patient rooms for 10 CFR 35.300 and 10
CFR 35.400 use, High Dose-Rate/Pulsed Dose Rate and Low-Dose Rate Remote
Afterloaders, Teletherapy, and Gamma stereotactic radiosurgery (GSR). Include
information about the type, thickness, and density of any necessary shielding to enable
independent verification of shielding calculations, and a description of any portable
shields used (e.g., shielding of proposed patient rooms used for implant therapy, including
the dimensions of any portable shield, if one is used; source storage safe). The
calculations should include the workload assumptions used.

e For PET, radiopharmaceutical, and sealed-source therapies, provide a description of
surrounding areas, including the occupancy factors, and indicate whether the areas are
restricted or unrestricted, as defined in 10 CFR 20.1003. For calculations of the maximum
exposure in any given hour, an occupancy factor will not be used.

e Describe the availability of additional equipment used for handling and storing
radiopharmaceutical therapy dosages, as applicable.

e Describe measures to secure radioactive material (e.g. describe or label locking doors,
cabinets, or containers, etc.).

The submitted facility diagrams and descriptions did not include all applicable information
specified in the guidance.

Please resubmit and revise your facility diagrams and descriptions providing the information
specified in the guidance, particularly including the identification of access controls,
dimensions, adjacent areas and shielding calculations for HDR High Dose-Rate Remote
Afterloaders (including a description of surrounding areas and occupancy factors).

2. Section 8.10.10, “Material Receipt and Accountability,” identifies that licensees must comply
with the NSTS Reporting Requirements, as described in Title 10 of the Code of Federal
Regulations (10 CFR) §20.2207.

In Item 10 of your application, the following statement is provided: “We will comply with
the National Source Tracking System (NSTS) reporting requirement, as described in 10 CFR
20.2207.”

Upon review of your licensee application and requested licensed authorizations, it is not
apparent that your proposed licensed activities are subject to the National Source Tracking
System reporting requirements. Therefore, please clarify if the inclusion of the above
statement was made in error.

3. Section 8.11, “Iltem 11: Waste Management,” identifies that a licensee should contact the



appropriate NRC Regional Office for guidance on treatment or disposal of waste by
incineration or compaction.

Your application identifies that you are seeking guidance regarding treatment or disposal of
waste by incineration or compaction.

Upon review of your license application and requested authorizations, it is not apparent that
treatment or disposal of waste by incineration or compaction is necessary. Therefore,
please clarify if you are seeking to dispose of radioactive waste by incineration or
compaction. Applicable guidance regarding disposal of radioactive waste by incineration or
compaction is provided below:

Compaction

Licensees may implement procedures to reduce the volume of radioactive waste for final
disposal in an authorized low-level radioactive waste (LLWR) disposal facility. These
procedures include volume reduction by segregating, consolidating, compacting, or allowing
certain waste to decay-in-storage. Waste compaction or other treatments can reduce the
volume of radioactive waste, but such processes may pose additional radiological hazards
(e.g., airborne radioactivity or increased radiation levels) to workers, members of the public,
and the environment. Safety procedures to address these concerns should be implemented.
Applicants must describe in detail waste volume reduction operations that could create a
radiological hazard to licensee employees or the general public. Appendix O of NUREG-1556,
Vol. 11, Rev. 1, includes a model procedure for waste compaction.

Incineration

Applicable guidance identifies that applicants that wish to treat or dispose of licensed
material by incineration must comply with the requirements of 10 CFR 20.2004, “Treatment
or disposal by incineration.” Applicants proposing incineration should be aware that a notice
in the Federal Register may be required before disposal of ash as ordinary waste can be
approved. However, approval of incineration pursuant to 10 CFR 20.2004 does not require
notice in the Federal Register if the ash is disposed as radioactive waste or transferred to a
specific licensee. Policy and Guidance Directive PG 8-10, “Disposal of Incineration Ash as
Ordinary Waste,” dated January 1997, provides guidance on the disposal of ash. Appendix O
of NUREG-1556, Vol. 11, Rev. 1, includes a model procedure for incineration of waste.

Applicants that are considering disposal of radioactive material by incineration should review
Regulatory Guide 8.37, “ALARA Levels for Effluents from Materials Facilities,” dated July
1993. Regulatory Guide 8.37 deals with the application of ALARA in controlling gaseous and
liquid effluents and references documents containing acceptable methods of effluent
monitoring.

Please respond to this request for additional information in writing within 15 calendar days. Please
reference your license number and Control Number 632441 in your signed response letter.



Jason M Kelly, MPH

Health Physicist

Materials Licensing Branch

U.S. Nuclear Regulatory Commission
Region llI

2443 Warrenville Road, Suite 210
Lisle, IL 60532-4352

Office: (630) 829-9737

Fax: (630) 515-1078
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