
Mr. Roberto Torres, M.S., Senior Health Physicist 
US NRC 
Region IV 
1600 E. Lemar BLVD 
Arlington, TX 76011-4511 
 
Subject:  REQUEST FOR ADDITIONAL INFORMATION, NRC LICENSE NO. 11-35522-01MD 
Docket: 03-39149 
Control: 630099 
 
Dear Mr. Torres, 
Thank you for your review of our requested amendment. Please see below for our response. 
 

1. NRC license number 11-35522-01MD is a Title 10 of the Code of Federal Regulations (10 CFR) Part 32 
license that authorizes the manufacturing and distribution of radiopharmaceuticals to medical use 
licensees. Only 10 CFR Part 35 medical use licensees are authorized to name Associate Radiation Safety 
Officers in NRC licenses following the training and experience requirements in 10 CFR 35.50 and as 
documented in NRC Form 313A(RSO). Therefore, NRC license number 11-35522-01MD cannot be 
amended to list an Alternate Radiation Safety Officer as requested.  

Response 
 Please remove Alternate from this request. 

Please name Justin Daine Curnutt as the Radiation Safety Officer for NRC RAM license 11-35522-
01MD. Please remove Vincent Troy Curnutt as current RSO. 

 
2. The NRC developed licensing guidance for the use of Ge-68/Ga-68 generators (ADAMS 

ML19106A367 and ML17075A487). This guidance provides licensees with instructions for requesting 
an exemption from the requirement to develop a Decommissioning Funding Plan (DFP) if certain 
criteria are met. However, this guidance does not exempt licensees from having to submit 
decommissioning financial assurance. Please note that the guidance states: “Licensees must continue to 
provide FA [financial assurance] in amounts described in the exemption memorandum pursuant to NRC 
DFP requirements. Licensees possessing one or two Ge-68/Ga-68 generators (50 to 100 mCi of 
material) must provide for financial assurance for decommissioning in the amount of $225,000.00.”  
 

Response 
a. Quantum Isotopes of Idaho is purchasing GalliaPharm Gemanium-68/Gallium-68 generator (Generator) 

from Eckert & Ziegler. The Generator is a radioactive substance, the possession and use of which are 
subject to several regulatory requirements. 

b. The July 29, 2016, U.S. NRC Memorandum entitled Authorization for Granting Specific Exemption 
from Decommissioning Funding Plan Requirement for Germanium-68/Galllum-68 Generators (NRC 
Memorandum) authorizes NRC regions to issue decommission exemptions to licensees when requested 
if a licensee has .a binding agreement in place to return the generators to the manufacturer, including a 
commitment from the manufacturer to take generators back when the generators are expired or c3re no 
longer used to prepare Gallium-68 Radiopharmaceutical for patients, or the licensee ceases its 
preparation of GiJl!ium-68 radiopharmaceutical. 

c. This Return Agreement documents a commitment between the parties to a standard return procedure for 
the Generator as referenced in the NRC Memorandum. 
AGREEMENT 

2.1 The Licensee is obligated to return each GalliaPharm® and E&Z (directly or through its 
subsidiaries, affiliates and/or distributors) is obligated to accept the return of these GalliaPharm® 
by the Licensee to the terms and condition of this Agreement. 

2.2  The Licensee will contact E&Z to obtain a returned materials authorization (RMA). 
2.3  Any returns shall be accomplished in accordance with E&Z’s instructions. In the case of 



GalliaPharm’s® 
 

shelf-live expiry, return has to take place at the latest sixty (60) days following the 
expiry date. The Licensee shall contact E&Z in due time for return guidance and instructions 
(phone: +1 508-497-0060 or GalliaPharm@ezag.com). 

2.4  If the Licensee fails to facilitate due return of GalliaPharm®, does not inform E&Z in due time 
and/or deviates from any guidance and instructions given by E&Z, the Licensee will indemnify 
E&Z against loss, damage and expense incurred by E&Z in relation to the inadequate or delayed 
return including cost of return freight and all labor and third party associated costs, fees or 
penalties. 

2.5  If prior to the expiry date of the GalliaPharm®, the RAM license expires, is terminated or 
withdrawn for whatever reason or in case of the Licensee’s insolvency, receivership or 
bankruptcy or its dissolution or ceasing to do business, E&Z is entitled to directly or indirectly 
through qualified representatives package and effect return of the GalliaPharm® according to its 
return guidelines. 

3. Documentation: 
3.1  The Licensee may not permit any person reasonably within the Licensee’s control to 

(i) open, breach or modify the GalliaPharm®and/or 
(ii) copy, clone, reverse engineer any hardware GalliaPharm® components or 
(iii) copy, modify or decompile any documents accompanying the GalliaPharm® without E&Z’s 
prior written consent. 

3.2  Non-compliance with the above, in particular if a return GalliaPharm® has not been prepared 
according to the E&Z return guidance and/or applicable legislation including residual activity 
estimation of GalliaPharm®, exposure rate and Transport Index measurements on the package, 
correct packaging assembly, labeling and documentation, can result in rejection of the respective 
return consignment until the irregularities are corrected and the GalliaPharm® is resubmitted for 
return. 

4. No Resale or Transfer: 
The Licensee acknowledges that due to its FDA approved status, any delivered, unpacked and 
commissioned GalliaPharm® generator may not be sold, leased or otherwise locally transferred to 
or utilized by any third parties, end-users at any other location other than the original delivery 
location holding the respective license. If the Licensee violates this section, the GalliaPharm® 
warranty will be violated and E&Z will not be responsible for any loss, damage and expense 
incurred by such unauthorized use. 

5. Miscellaneous: 
This Agreement may be amended or terminated by either Party if the current return policies and 
guidelines regarding GalliaPharm® generators are amended, modified or explicitly codified. This 
will not influence the return of GalliaPharm® already delivered by E&Z to the Licensee prior to any 
such changes in applicable laws and regulations. 

Quantum Isotopes of Idaho has entered into an agreement with Eckert and Zigler as stated above. 
 
If you have any questions, do not hesitate to contact me. 
Thank you for your time 
 
 
 
 
 
V. Troy Curnutt, RSO 
Quantum Isotopes of Idaho 
4921 S. 5th Street 
Pocatello, ID 83204 



From: Troy Curnutt
To: Torres, Roberto
Subject: [External_Sender] Re: NRC request for additional information
Date: Friday, March 11, 2022 3:36:21 PM
Attachments: Response to Ga68 Generator-Justin Curnutt as RSO 3-11-22.pdf

Mr. Torres,
I hope all is well with you and you remain COVID-19 free.
Please see the response to questions outlined in this email thread.
If you have any questions, do not hesitate to contact me.

Warmest wishes.
V. Troy Curnutt, RSO
Quantum Isotopes of Idaho

On Sat, Mar 5, 2022 at 8:13 PM Torres, Roberto <RobertoJ.Torres@nrc.gov> wrote:

Mr. Curnutt:

 

Attached is NRC letter requesting additional information with a due date of 30 days
from today.

 

 

Roberto J. Torres, M.S.

Senior Health Physicist

U.S. Nuclear Regulatory Commission, Region IV

Division of Radiological Safety and Security

1600 East Lamar Boulevard

Arlington, TX 76011-4511

817-200-1189

 

-- 
Troy Curnutt
Advanced Isotopes

mailto:nukemdude@gmail.com
mailto:RobertoJ.Torres@nrc.gov
mailto:RobertoJ.Torres@nrc.gov
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GalliaPharm’s® 
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