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October 6, 2020 
 
 
 
Casey Alldredge 
US Nuclear Regulatory Commission Region IV 
Nuclear Materials Licensing Branch 
1600 East Lamar Boulevard 
Arlington, Texas 76011-4511 
 
RE:  Rescind Amendment Request Dated 6/18/2020 
 
Dear Casey: 
 
I appreciate the correspondence and additional efforts to discuss this matter via phone last week.  After 
reviewing the options with stakeholders in our departments, we have determined that the financial assurance 
requirements that we would be expected to meet for this request are significantly higher than the cost of 
disposal of the material will be.   

We commit to ensuring that all metastable Lu-177m waste be disposed of in accordance with 10 CFR 
requirements.  According to our current policies and procedures, “long-lived byproduct material of Lutathera, 
Lu-177m, is separated and shipped to an authorized waste management service with proper NRC or State 
license.”  We currently have an agreement with Advanced Accelerator Applications, the distributor of 
Lutathera, to support the disposal of this material through Thomas Gray & Associates (California License No. 
2105-30) or Environmental Management and Controls (California License No. 3546-50). 

We reserve the right to contract this service with another licensee in the future, provided proper licensure to the 
entity has been issued. 

Should you need additional information regarding this request, please feel to call me at 208-381-3192, or by 
email at fullersc@slhs.org. 
 
Sincerely, 

 
 
Scott Fuller, MS, DABR 
Radiation Safety Officer 
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Good morning Casey,

Attached is the signed statement with additional details regarding the transfer of Lu-177m to an
appropriate licensee.  Your attention is greatly appreciated and please let me know if you require
additional information.

Respectfully,

Scott

Scott Fuller, MS, DABR
Director of Radiation Safety
St. Luke’s Health System

(  208-381-3192
+  fullersc@slhs.org

 

From: Alldredge, Casey <Casey.Alldredge@nrc.gov> 
Sent: Monday, October 5, 2020 4:08 PM
To: Scott Fuller <fullersc@slhs.org>
Cc: Jodi Vanderpool <vanderpj@slhs.org>; James Blacker <blackerj@slhs.org>
Subject: RE: RE: St Luke's NRC License Amendment Request; Request for Additional Information
 

WARNING:This email originated outside of St. Luke’s email system.
 
DO NOT CLICK links or attachments unless you recognize the sender and know the content is safe.

Hi Scott,

I understand.  Could you please send me this information in a signed letter?  Also, in an email dated
June 3, 2020, you provided information about other options the licensee had looked into for
disposing of Lu-177m.  Since you are no longer requesting approval for decaying the material in
storage, could you please provide in the letter how the licensee plans to dispose of the material?

Thanks,

 

Casey Alldredge
Health Physicist
Materials Licensing and Decomissioning Branch
Region IV, USNRC
 

 

 

From: Scott Fuller <fullersc@slhs.org> 
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October 6, 2020 
 
 
 
Casey Alldredge 
US Nuclear Regulatory Commission Region IV 
Nuclear Materials Licensing Branch 
1600 East Lamar Boulevard 
Arlington, Texas 76011-4511 
 
RE:  Rescind Amendment Request Dated 6/18/2020 
 
Dear Casey: 
 
I appreciate the correspondence and additional efforts to discuss this matter via phone last week.  After 
reviewing the options with stakeholders in our departments, we have determined that the financial assurance 
requirements that we would be expected to meet for this request are significantly higher than the cost of 
disposal of the material will be.   


We commit to ensuring that all metastable Lu-177m waste be disposed of in accordance with 10 CFR 
requirements.  According to our current policies and procedures, “long-lived byproduct material of Lutathera, 
Lu-177m, is separated and shipped to an authorized waste management service with proper NRC or State 
license.”  We currently have an agreement with Advanced Accelerator Applications, the distributor of 
Lutathera, to support the disposal of this material through Thomas Gray & Associates (California License No. 
2105-30) or Environmental Management and Controls (California License No. 3546-50). 


We reserve the right to contract this service with another licensee in the future, provided proper licensure to the 
entity has been issued. 


Should you need additional information regarding this request, please feel to call me at 208-381-3192, or by 
email at fullersc@slhs.org. 
 
Sincerely, 


 
 
Scott Fuller, MS, DABR 
Radiation Safety Officer 
 







Sent: Monday, October 5, 2020 10:42 AM
To: Alldredge, Casey <Casey.Alldredge@nrc.gov>
Cc: Jodi Vanderpool <vanderpj@slhs.org>; James Blacker <blackerj@slhs.org>
Subject: [External_Sender] RE: St Luke's NRC License Amendment Request; Request for Additional
Information
 

Good morning Casey,

I appreciate the correspondence and additional efforts to discuss this matter via phone last week. 
After reviewing the options with stakeholders in our departments, we have determined that the
financial assurance requirements that we would be expected to meet for this request are
significantly higher than the cost of disposal of the material will be.  Please consider this e-mail a
formal request to dismiss our initial amendment application.  We commit to ensuring that all
metastable Lu-177m waste be disposed of in accordance with 10 CFR requirements.

Sincerely,

Scott Fuller

Scott Fuller, MS, DABR
Director of Radiation Safety
St. Luke’s Health System

(  208-381-3192
+  fullersc@slhs.org

 

From: Alldredge, Casey <Casey.Alldredge@nrc.gov> 
Sent: Thursday, September 24, 2020 3:14 PM
To: Scott Fuller <fullersc@slhs.org>
Subject: St Luke's NRC License Amendment Request; Request for Additional Information
 

WARNING:This email originated outside of St. Luke’s email system.
 
DO NOT CLICK links or attachments unless you recognize the sender and know the content is safe.

Scott,
 
On July 17, 2020, I emailed you a status letter regarding St Luke’s amendment request for
a proposed alternative waste disposal method for Lu-177m.  In that letter, I explained that
your request required a review by the NRC’s Office of Nuclear Materials Safety and
Safeguards (NMSS).  Today, I had a call with NMSS and they communicated a couple of
concerns with the amendment request, which I said I would ask for a response for.   The
request is as follows.
 

1. The procedure attached to the amendment request appeared to be a generic
procedure which did not specify how the hospital’s approach would specifically differ
for Lu-177 and Lu-177m compared to other materials the licensee could decay in
storage.  Please submit waste disposal procedures that are specific only to Lu-177
and Lu-177m. The procedure needs to address the following key elements.
 
A. Procedure needs to be specific to Lu-177 and Lu-177m.
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B. Procedure needs to state that waste stream for Lu-177 and Lu-177 will be
separate from all other waste streams.
 

C. Please explain how the licensee will determine whether Lu-177m is present in the
waste and how long to decay it in storage.  For example, will the licensee:

 

Decay all Lu-177 in storage for a period of 10 half-lives of Lu-177 and then
survey the material.  If no radiation is detected it would be disposed of as
ordinary trash since Lu-177m was not detected (10 CFR 35.92
authorization).  If radiation is detected then the licensee would assume it is
Lu-177m and hold it for 10 Lu-177m half-lives and then dispose it as ordinary
trash if radiation is not detected.   

 
OR  
 

When Lu-177 is decayed in storage, assume that it has Lu-177m in it and
hold for 10 Lu-177 half-lives, and then dispose it as ordinary trash if radiation
is not detected.

 
2. Because Lu-177m has a half-life longer than 120 days, the licensee will have to meet

decommissioning financial assurance requirements listed in 10 CFR 30.35.  The
licensee will have to submit:

1. site-specific decommissioning funding plan,
2. site-specific decommissioning cost estimate, and
3. financial assurance monetary instrument, following the attached NRC

guidance in NUREG-1757, Volume 3, Revision 1. Appendix A of this
document has the checklists that you can use to calculate financial
assurance and documents that need to be submitted to the NRC along
with template forms.

 
Please let me know if you have any questions,
Thanks,
Casey
 

"This message is intended for the use of the person or entity to which it is addressed and may
contain information that is confidential or privileged, the disclosure of which is governed by
applicable law. If the reader of this message is not the intended recipient, you are hereby notified
that any dissemination, distribution, or copying of this information is strictly prohibited. If you have
received this message by error, please notify us immediately and destroy the related message."
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