
Daniel j. Evans, CHP
8 White Oak Road
Ansonia, CT. 06401
June 23, 2015

Shirley Xu
Materials  Safety  Licensing  Branch
Division  of Material  Safety,  States,  Tribal and Rulemaking  Programs
Office  of Nuclear  Material  Safety and Safeguards
Nuclear Regulatory Commission

Subject:
Request for additional information correspondence dated June 16, 2015

Dear Shirley Xu:

There were four points specified in your correspondence requesting additional
information or clarification in relation to our application for radioactive material
distribution license for the purpose of importing and distributing LUMINOX brand
watches.  The wristwatches contain radioactive tritium for the purpose of creating a
‘glow-in-the-dark’ watch face.

1. “Please provide the model numbers you will be distributing and the maximum
quantity of byproduct material in each model as required by 10 CFR 32.14(b)(1).
Additionally, provide the sealed sources model number used in each watch model
number and byproduct activity per hand and per dial for each watch model”.

Information contained in our original application states maximum quantity of byproduct
material and distribution of the material in the watch dial.  I have included it here again
for purpose of clarity.

Byproduct Material Sealed Source Model Number Activity/Distribution
Hydrogen -3
(Tritium)

Sealed Gaseous Tritium
Light Sources (GTLS);
(mb-microtec Models
X00/A, X00B, and X00C)

<25 mCi per timepiece
5 mCi per hand
15 mCi per dial
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The model numbers for each watch are indicated in the detailed description of each watch
as represented in the attachment to this letter. All the models use the sealed sources
model numbers indicated in the table above.

2. “In your response dated May 18, 2015, ADAMS Accession No. ML15138A318,
item No.  1, you stated that a description of each watch offered for sale is
included in an attachment. There is no attachment to the response letter.  10 CFR
32.14(b)(2)  requires the details of construction and design of each product.
Please submit the details of construction and design of each individual model of
the watches you plan to distribute.”

I noted in our submission that the description of watches was not correctly labeled as an
attachment and was instead included in the body of the submittal.  A detailed description
of each watch is again included here as a formal labeled attachment.

3. “In the same response letter mentioned above,  item No. 2, you stated that the
gaseous tritium vial, placed strategically along the watch face and hands,  can be
verified to have no leakage by visual inspection.   10 CFR 32.14(b)(3) and (d)
requires that the method of containment or binding of the byproducts material in
the product; and that the byproduct material be properly contained in the product
under the most severe conditions that are likely to be encountered in normal  use
and handling.  Please describe the method of containment that will meet the
requirements.”

Each individual quantity of tritium gas is contained in an individual miniature glass
container and placed strategically along the watch face or hands.  The individual
‘packets’ are constructed of sturdy hardened glass vials.  The entire watch face is then
protected by a sturdy crystal bezel that resists cracking or scratching as you would
naturally expect from a wristwatch.  The watches are all verified water-resistant to
various depths and are recognized as one of the sturdiest and most rugged wrist watches
in the industry.

In the event of an individual failure of a vial, the uptake and corresponding whole body
dose to the wearer could be computed as a scholastic exercise and have no relevance
related to real world total body burden.

4. “In your response letter mentioned above, item No. 3, you stated that
manufacturer "Luminox" is noted on watch face.  10 CFR 32.14(b)(6)  requires
that labeling or marking its container with the identification of the manufacturer
or initial transferor of the product and the byproduct material in the product.
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Since Plus LLC is the initial transferor, the labeling of the container will need to
identify the initial transferor.  Please  submit a proposed label for the container
(e.g.   drawing,  imaging).”

It is not our intention to re-label any of the watches sold.  It is our understanding that the
attached and prominent display of the manufacturer ‘Luminox’ satisfies this requirement
for ‘marking its container with the identification of the manufacturer or initial
transferor’. Furthermore we require clarification why the labeling is required at all as the
referenced standard states:
“(6) The proposed method of labeling or marking each unit, except timepieces or hands
or dials containing tritium or promethium-147, and its container with the identification of
the manufacturer or initial transferor of the product and the byproduct material in the
product;”
The underline emphasis is added.  The product in question is in fact a timepiece
containing tritium in the hands and dials.  We are unclear how this requirement can be
interpreted to require that PLUS, LLC must add a label to a LUMINOX watch in order to
import and distribute the watch.

Sincerely,

Daniel j. Evans, CHP
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Attachment 1 - Details and Description of Each Product
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