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January 15, 2019 

Materials Licensing Branch 
U.S. Nuclear Regulatory Commission - Region III 
2443 Warrenville Road, Suite 210 
Lisle, IL 60532-4352 

Re: NRC License Number 13-32788-01 Amendment Request 

Dear Sir/Madam: 

Therametric Technologies, Inc. recently changed vendors for the activation of extracted human 
teeth for the purpose of determining the abrasive properties of various dentifrices as the 
approved, authorized use in our current NRC license. While the previous vendor only provided 
information on the 32P content in the activated teeth, the new vendor initially reported a number 
of short-lived, gamma-emitting impurities in the teeth that were well below exempt quantities as 
defined in 10 CFR 30.71, Schedule B; however, they did not initially report the amount of 32P 
which is the primary radionuclide in the activated teeth. The reason for their not reporting the 
32P amount related to the fact that they had no way of directly assaying the teeth as it is a pure 
beta-emitting radionuclide. We then requested the vendor provide us a calculated value for 32P 
in each shipment of teeth to verify that we were complying with our license possession limit. 

In a recent correspondence from the vendor, they indeed provided a calculated amount of 32P for 
the next batch of teeth to be irradiated; however, they also calculated an amount for two other 
pure beta-emitters, 45Ca and 47Ca. Of those two, the calculated amount for 45Ca is 59 
microcuries (µCi) which is above the exempt quantity limit of 10 µCi. Thus, we need to amend 
our NRC license to include 45Ca in any form with a conservative possession limit of 1,000 µCi. 

Due to the longer-lived nature of 45Ca (T112 = 162.67 days), it will be necessary to ship the teeth 
to a licensed radioactive waste broker for ultimate disposal. The licensee will assure that any 
radioactive waste broker utilized for this purpose is properly licensed by the NRC or Agreement 
State and will maintain records of all disposals made in this manner. 

We also noted that the new vendor calculates the activity in a given batch of irradiated teeth to 
contain approximately 3.5 millicuries of 32P. That amount is slightly higher than what was 
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provided by the previous vendor (usually about 2 millicuries per batch); therefore, to provide an 
adequate buffer, we would like to increase our 32P possession limit to 10 millicuries. 

It should be noted that the current vendor will not activate and send back the current batch of 
teeth we have sent them until our NRC license is amended to include the non-exempt quantity of 
45Ca. This essentially halts our ability to continue providing services to our clients until this 
amendment is approved. The abrasivity test performed using these activated teeth is an 
FDA/ADA/ISO required safety assessment for dentifrice formulations to be marketed in 
the United States. Therametric Technologies, Inc. is currently one of only two known 
facilities worldwide capable of performing this specific assessment for the oral healthcare 
industry, so your prompt attention to this matter would be greatly appreciated. 

Should you have any questions or require further information please contact me at 317-565-8070 
or via email at tganovskvtm,therametric.com Cc: hmcclure@therametric.com. 

Sincerely, 

J~ 
Tara J. Ganovsky 
Radiation Safety Officer 
Therametric Technologies, Inc. 
tganovskvrcvtheramteric.com 

Cc: Heath C. McClure 
Director 
Therametric Technologies, Inc. 
hmcclure@therametric.com 
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Visit ups.com• or call 1-800-PICK-UPS• (1-800-7 42-5877) 
to schedule a pickup or find a drop off location near you. 

Domestic Shipments THERAMETR IC TECHMLOG IES, INC 
• To qualify for the Letter rate, UPS Express Envelopes may only contain {317J sGs-e:01~ 

correspondence, urgent documents, and/or electronic media, and must ~~~ ~:~ STORE #i:i753 

weigh 8 oz. or less. UPS Express Envelopes containing items other than 14350 MUNDY DR 
those listed OI weighing more than 8 OL will be bUled by weight. NOBLESVILLE" IN 46060-7221 

This envelope ls for use 
with the following services: 

LBS 1 OF 1 UPS Next Day Air® 
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2019 UPS Worldwide Express® 

JPS 2nd Day Air® 

lntematlonal5111pments SHIP MATERIALS LICENSING BRANCH )o not use this envelope for: 
TO: U.S. NUCLEAR REGULATORY COMMISSION 

• The UPS Express Envelope may be used only lor documentsolno commercial STE 210 JPS Ground 
value. Certain countries consider electronic media as documents. Visit 2443 WA,RRENV ILLE RD JPS Standard 
ups.com/lmportexport to verify if yoU< shipment Is classified as a document. 
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JPS 3 Day Select" 

• Toquallfyfortheletterrate,theUPSExpressEnvelopemustwelgh8m.orless. Ll~LE IL 60532•435 __ .JPS Worldwide Expedited• 
UPS Express Envelopes weighing more than 8 OL will be billed by weight. ----

Note: Express Envelopes are not recommended for shipments of electronic media IL 60.3 9-0 3 \pply shipping documents on this side. 
containing sens-itive personal information or breakable items. Do not send cash , 
or cash equivalent. 

Reusable Express Envelope 
letter Size 
Reduce paper waste by using this envelope a second time - · 
either to return to sender or to ship lo another recipient. 
See reuse instructions on flap above. 

Decision Green™ 
Decision Green is UPS's environmental platform, reflecting 
our pursuit of sustainable business practices worldwide. 
For example, this envelope is made from 100% recycled 
material and is both reusable and recyclable. 
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~ 80% Post-Consumer 

\111\1 \\\II\\\\\\ 1\1 II\\\ II\ 

111111 I I 11 llil 
BILLING: P/P 

RE; ll:" 

Serving you for more than 100 years 
United Parcel Service. 
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