






From: Advanced Isotopes
To: Alldredge, Casey
Subject: [External_Sender] Re: Advanced Isotopes: Request for Info
Date: Thursday, April 14, 2022 3:17:17 PM
Attachments: Scan_0334.pdf

Hi Casey,

I have attached the requested document. If you have any idea at all when this might be approved
would you please let me know?

Thank you,

Cathy

On Thu, Apr 14, 2022 at 7:53 AM Alldredge, Casey <Casey.Alldredge@nrc.gov> wrote:

Good morning Catherine,

I have a couple of aspects about your license I want to confirm that I interpreted correctly. 
Could you please confirm whether the following four statements are correct in a
signed/dated letter?

 

1. Can you confirm that when you checked the box next to the statement: “We will
develop, implement, and maintain written procedures for licensed material
accountability and control to ensure that:” you were committing to the following
bulleted items listed below:

License possession limits are not exceeded.
Licensed material in storage is secured from unauthorized access or removal.
Licensed material not in storage is maintained under constant surveillance and
control.
Records of receipt (either from the licensee’s own production operations or from
another licensee), transfer, and disposal of licensed material are maintained.”

AND If applicable, provide the following statement, “We will comply with the
NSTS reporting requirement as described in 10 CFR 20.2207.”

 

2. Can you confirm that when you checked the box next to the statement: “We have
developed and will implement and maintain written procedures for the safe and secure
use of radioactive materials that address:” you were committing to the following
bulleted items listed below:

Facility and personnel radioactive contamination minimization, detection, and
control.
Performing molybdenum-99 breakthrough measurements of each eluate from a
molybdenum-99/technetium -99m generator.
Reporting under the requirements in 10 CFR 30.34(g) if there is more than 0.15
kilobecquerel of molybdenum-99 per megabecquerel of technetium-99m (0.15
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microcurie of molybdenum-99 per millicurie of technetium-99m) in the eluate
Performing breakthrough measurements on each eluate of other generators (e.g.,
Ge-68/Ga-68 generators)
Using protective clothing and equipment by personnel to support meeting the
requirements in 10 CFR 20.1101
Securing licensed material during use and storage (10 CFR 20.1801, 10 CFR
20.1802)
Conducting Mo-99/Tc-99m generator Mo-99 breakthrough tests and conducting
Sr-82/Rb-82 generator breakthrough tests for Sr-82 and Sr-85 contamination in
accordance with 10 CFR 30.34(g) and 10 CFR 35.204

 

3. Can you confirm that when you checked the box next to the statement: “We have
developed and will implement and maintain written procedures for identifying and
responding to emergencies involving radioactive material, including:” you were
committing to the following bulleted items listed below:

Lost, stolen, or missing licensed material.
Exposures to personnel and the public in excess of NRC regulatory limits.
Releases of licensed materials in effluents and the sanitary sewer in excess of
NRC regulatory limits.
Excessive radiation levels or radioactive material concentrations in restricted or
unrestricted areas.
Radioactive spills and contamination.
Fires, explosions, and other disasters with the potential for the loss of containment
of licensed material.
Routine contacts with local fire departments and LLEA to meet the requirements
in 10 CFR 20.1101, 10 CFR 20.2201- 20.2203, and 10 CFR 30.50, 10 CFR 37.45,
10 CFR 40.60, and other requirements, as applicable.

 

4. Can you confirm that when you checked the box next to the statement: “We have
developed, and will implement and maintain, written procedures for customer return
of commercial radiopharmacy-supplied syringes and vials and their contents, to
specify that:” you were committing to the following bulleted items listed below:

Only commercial radiopharmacy-supplied syringes and vials and their contents
may be returned to the commercial radiopharmacy.
Instructions will be provided to commercial radiopharmacy customers for the
proper preparation and packaging of the radioactive waste for return to the
commercial radiopharmacy.
Instructions will be provided to commercial radiopharmacy staff for the pick-up,
receipt, and disposal of the returned radioactive waste to ensure compliance with
10 CFR 20.2001(a), 10 CFR 30.33, 10 CFR 40.32, and 10 CFR 71.5, as
applicable.”

Thanks,

 



Casey Alldredge

Health Physicist

Materials Licensing Branch

Division of Radiological Safety & Security

Region IV, USNRC

 

-- 
Advanced Isotopes of Idaho
Mailing address: PO Box 2105 Pocatello, ID 83206
Physical address: 4968 Rainbow Lane Chubbuck, ID 83202
(208) 237-9730
(208) 237-6878 (message line)
(208) 237-9432 (fax)
 


