From: Thompson, Thomas

Sent: Thursday, October 27, 2011 1:52 PM
To: 'Rervin@mnimaging.com'
Subject: Amendment to your NRC License

| have completed a preliminary review of your application and have an initial question about
your distribution. You have not indicated if this will be commercial distribution or not
commercial. To help you identify your type of distribution | am including some clarification that
has been previously provided for the definition of commercial distribution by a staff member.

Below are relevant references to the term commercial distribution in the regulations.

10 CFR 30.18(c) does not authorize for purposes of commercial distribution the production,
packaging, re-packaging, or transfer of byproduct material or the incorporation of byproduct
material into products intended for commercial distribution.

10 CFR 30.18(d) provides that no person may, for purposes of commercial distribution,
transfer byproduct material knowing or having reason to believe that the byproduct may be
transferred to exempt persons except in accordance with a license under section 10 CFR 32.18.
Section 32.18 provides the criteria for approval of an application for a specific license to
manufacture, process, produce, package, repackage, or transfer quantities of byproduct
material for commercial distribution to persons exempt under section 10 CFR 30.18.

Notwithstanding that the term “commercial distribution” is not defined in the regulations, the
NRC has interpreted the term commercial distribution in guidance. Specifically, the guidance
in NUREG 1556 Volume 8, “Program-Specific Guidance About Exempt Distribution Licenses,”
section 9, states with regard to section 30.18 that “commercial transfer of a product refers to
the introduction of a material into the marketplace, whether or not a charge is assessed
for that distribution. Commercial benefit does not necessarily include a monetary
exchange.” In addition, Health Physics Position 203 (HPPOS-203), which reiterates this
guidance, states further that: Because the NRC is mandated to protect public health and safety
from radiation hazards, it would be absurd to determine the protection of the public on the basis
of whether a charge was made for a quantity of byproduct material.

Regarding the term, “into the market place,” we found that the term “market “is defined in
Black’s_Law Dictionary as “a place of commercial activity in which goods or services are bought
and sold.” This definition is consistent with the ordinary meaning of “market place,” that is
defined in Webster’s Third International Dictionary (1996 ed.) as (among other things) “a place
where sales are held” and as “the world of trade or economic activity.”

In accordance with these definitions, it follows that not every transfer of byproduct material
would be a transfer into the market place. As is indicated in the above-cited documents,
whether a transfer is a transfer into the market place depends in large part upon the intent of the
transferor in making the transfer. If the distributor intends that the product be placed into a
realm such that it will be bought or sold (or knows or has reason to know that it will be
subsequently bought or sold), that transaction would in fact be a commercial transfer,
regardless of whether the distributor itself receives compensation for that distribution) (See
HPPOS-203, which refuted the position by a manufacturer that because it distributed a small
number of check sources to its customers for free it was not commercially distributing them.) By
contrast, if a distributor, such as a nuclear power plant, transferred exempt quantities of




byproduct material to a non-licensed laboratory and the distributor did not intend that these be
placed into a realm whereby this material would be bought and sold, this would not be a
commercial transfer (i.e., transfer into the marketplace).

The interpretation of “commercial distribution” described herein is in accordance with the
guidance in NUREG 1556 Volume 8 and the HPPOS-203

Please respond by fax to 610 337-5269 and refer to Mail Control No. 576256. | can be reached
at 610 337-5303 if you would like to further discuss this issue.

Thank you.
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