
From: Nguyen, Janice
To: Barreca, Leandro J.
Subject: Request for Additional Information for 21st Century Oncology
Date: Friday, July 17, 2020 3:51:00 PM

Licensee:  21st Century Oncology
License No.:  09-31177-01
Docket No.:  030-37316
Mail Control No.:  621014
 
Dear Mr. Barreca:
 
Please reply to this email to confirm receipt.
 
This is in reference to your letter dated April 2, 2020, requesting to amend Nuclear
Regulatory Commission License No. 09-31177-01.  In order to continue our review, we
need the following additional information:
 
1.  The NRC staff evaluated waste storage issues when handling Lu-177.  Lu-177 waste
may be decayed in storage under the performance-based rule in 10 CFR 35.92, “Decay-in-
storage.”
Small quantities of metastable Lu-177 (Lu-177m), with a half-life of 161 days, may be
present as a contaminant generated from the production of Lu-177.  If present, Lu-177m
may contribute
approximately 0.02 percent of the total amount of Lu-177, which equates to approximately
160 μCi in a typical patient dosage of 800 mCi (200 mCi per four doses) in a complete
LUTATHERA® treatment cycle.  Under normal circumstances, minimal Lu-177m waste will
be generated since the majority of the dose is injected into the patient.  However, any non-
administered Lu-177 could result in a buildup of Lu-177m waste.  Lu-177m cannot be
decayed in storage under the performance based rule in 10 CFR 35.92, “Decay-in-storage,”
because its half-life is greater than 120 days.  Lu-177m emits low-energy photons and beta
emissions that, even in low quantities, are detectable using standard scintillator detectors
and Geiger counters. If Lu-177m is detected by appropriate survey methods, then licensees
must dispose of the waste material as low-level radioactive waste in accordance with the
requirements in 10 CFR Part 20 Subpart K, “Waste Disposal.”  Further, the licensee would
need to develop safe handling and disposal procedures for detectable quantities of Lu-
177m.
 

a. Please confirm that if Lu-177m is detected using appropriate survey methods, you will
dispose of the waste material as low-level radioactive waste in accordance with the
requirements in 10 CFR Part 20 Subpart K, “Waste Disposal.”

 
b. Please confirm that you will develop and implement written procedures for the safe

handling and disposal for detectable quantities of Lu-177m.
 
2.  In regard to Lu-177, licensees should establish precautions for managing patients while
on-site and should provide patient instructions for those that are released.  These
provisions are important given potential Lu-177 contamination from the typical excretion of
60 to 80 percent of the administered dose in a few hours after radiopharmaceutical
administration.
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a. Please confirm that you will update your written procedures (including patient specific

release procedures/calculations, safe use, emergency response, and waste disposal)
for Lu-177 and for sodium iodide I-131 greater than 33 mCi.
 

a. Please confirm that the written patient release instructions required by 10 CFR
35.75(b) will be revised to include additional instructions for patients administered Lu-
177 and for sodium iodide I-131 greater than 33 mCi.
 

3.  Please confirm if the instrumentation submitted in the April 2, 2020 letter (Fluke GM and
Fluke Ion Chamber) is also used to count wipe tests for package receipt and area surveys. 
If not, please provide a description of the instrumentation (e.g. gamma counter, solid-state
detector, portable or stationary count-rate meter, portable or stationary dose-rate or
exposure-rate meter, single or multichannel analyzer, liquid scintillation counter,
proportional counter) that will be used to perform required surveys (e.g. wipe tests).  This
instrument should be able to measure approximately 200 dpm/100 cm2 for I-131 wipe
surveys.
 
3.  If Edward Kiggundu, M.D. has received any additional classroom and laboratory training,
supervised work experience, and/or vendor training for Lu-177, please provide
documentation of this training.  If you wish Dr. Kiggundu to be authorized for all of 10 CFR
35.300, you may resubmit the NRC Form 313 (AUT) (revised form located here:
https://www.nrc.gov/reading-rm/doc-collections/forms/), and document his 700 hours of
training and experience.
 
Please note that NUREG-1556, Volume 9, “Program-Specific Guidance About Medical Use
Licensees,” was recently updated.  Revision 3 can be located here: 
https://www.nrc.gov/reading-rm/doc-collections/nuregs/staff/sr1556/v9/.
 
We will continue our review upon receipt of the requested information. You may respond to
my attention in writing by letter, email (if letter is signed by senior management and
scanned into a pdf format), or fax (610-337-5269), referencing mail control number
621014.  Please submit a reply within 30 days of the date of this email, or we will assume
you no longer wish to pursue this amendment.  If you have any technical questions
regarding this deficiency letter, please call me at (610) 337-5006.
 
Current NRC regulations and guidance are included on the NRC's website at www.nrc.gov;
select Nuclear Materials; Med, Ind, & Academic Uses;then Licensee Toolkits, see our
toolkit index page. You may also obtain these documents by contacting the Government
Printing Office (GPO) toll-free at 1-866-512-1800. The GPO is open from 8:00 a.m. to 5:30
p.m. EST, Monday through Friday (except Federal holidays).
 
Thank you in advance for your help!
 

Jan
 
Janice Nguyen
Senior Health Physicist
Division of Nuclear Materials Safety
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