
UNITED STATES

   NUCLEAR REGULATORY COMMISSION
    REGION I

475 ALLENDALE ROAD
KING OF PRUSSIA, PENNSYLVANIA 19406-1415 

April 4, 2007

Docket No. 030-37392 License No. 37-23527-02
Control No. 139970

William Lynch
President
Isolite Corporation
31 Waterloo Avenue
Berwyn, PA 19312

SUBJECT: ISOLITE CORPORATION, REQUEST FOR ADDITIONAL INFORMATION
CONCERNING APPLICATION FOR NEW LICENSE, CONTROL NO. 139970

Dear Mr. Lynch:

This is in reference to your letter dated March 27, 2007, responding to our February 26, 2007,
request for additional information regarding your application for a Nuclear Regulatory
Commission license.  In order to continue our review, we need the following additional
information:

1. Please note that, because you will be authorized for tritium in sealed sources, we will list
the manufacturer and model for each device you plan to possess pursuant to this
license.  Under this license, you will not be able to accept returns of devices distributed
by other manufacturers unless those devices are also identified by manufacturer and
model number on your license.  No response to this item is required.

2. We understand that you plan to hire another qualified individual to perform the activities
of the Radiation Safety Officer for this new license.  You requested that we list you as
the Radiation Safety Office until that individual is identified.  In order to determine if this
is appropriate for License No. 37-23527-02, we need you to provide the detailed
information describing your qualifications as requested in item 11 of our letter dated
February 26, 2007.

3.  Item 10.3 of your application addresses an alternative method to comply with 49 CFR
173.443, contamination control for shipment of packages.  The DOT guidance
emphasizes that 49 CFR 173.443(a)(2) is intended to provide flexibility to the shipper,
but that the shipper has responsibility for ensuring that every package complies with the
stated limits for contamination control.  Under DOT guidance, alternative methods are
acceptable so long as the provide the same or greater level of assurance of compliance.
In accordance with guidance from the Department of Transportation (DOT), 100%
sampling of packages for evaluation of contamination may not be required to
demonstrate compliance with 49 CFR 173.443.  However, some assessment must be
performed to confirm that (1) assumptions do not lead to an incorrect conclusion, and
(2) circumstances have not changed such that the initial assumptions are not valid.
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Your alternative method does not  provide any specific data or studies to support your
assumptions that surveys for contamination are not necessary, and does not provide for
any periodic surveys or representative sampling of packages to confirm that your
assumptions remain valid.  Please respond to the following:

a. Explain why a leaking device would be readily identified by inspection of the
glowing tubes in the devices, considering the following: based on a review of the
device literature, the expected useful life of an EXIT sign, for example, is 10 to
20 years, or approximately 1 to 2 radiological half-lives for tritium given that the
tritium half-life is approximately 12 years.  If an EXIT sign is still useful after 10
years, and it originally contained 10 curies of tritium, more than one-half of the
tritium will have decayed and still the sign will be luminous.  Therefore, it does
not seem reasonable that a leaking device will no longer glow unless damage is
severe enough that all tritium is released.  Although we understand that the EXIT
signs are composed of several individual tubes, the quantity of tritium that would
be necessary to be released in order that no glow be observed is considerably in
excess of the 49 CFR 173.443 contamination limits.  

Provide any information you have of any studies or other data to support you
position that inspection of glow is sufficient to detect leakage at contamination
levels similar to the limits in 49 CFR 173.44.  Alternately, confirm that operating
procedures will not rely solely on visual inspection of glow from devices to
determine if damage causing leakage occurred.

b. Your procedure for re-shipment of unopened packages from Berwyn, confirmed
to be free of contamination when shipped by the manufacturer to Berwyn,
without performing additional surveys unless there was evidence of damage to
the unopened package prior to re-shipment, may be acceptable so long as it
ensures compliance with 49 CFR 173.443 contamination limits.  

Provide any studies or data that demonstrate such packages do not exceed the
49 CFR 173.443 contamination limits.  Confirm that any package showing
evidence of damage will be surveyed prior to re-shipment.  Confirm that periodic
surveys will be performed of a representative sample of shipments to confirm
any assumptions you make for compliance with 49 CFR 173.443.

c. Your procedure for shipment of re-packaged devices without performing
contamination surveys may be acceptable so long as it ensures compliance with
49 CFR 173.443 contamination limits.  

Provide any studies or data that demonstrate such packages do not exceed the
49 CFR 173.443 contamination limits.  Confirm that any package showing
evidence of damage will be surveyed prior to re-shipment.  Confirm that periodic
surveys will be performed of a representative sample of re-packaged shipments
to confirm any assumptions you make for compliance with 49 CFR 173.443.
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Current NRC regulations and guidance are included on the NRC’s website at www.nrc.gov;
select Nuclear Materials; Medical, Industrial, and Academic Uses of Nuclear Material; then
Toolkit Index Page.  Or you may obtain these documents by contacting the Government
Printing Office (GPO) toll-free at 1-888-293-6498.  The GPO is open from 7:00 a.m. to 9:00
p.m. EST, Monday through Friday (except Federal holidays).  

We will continue our review upon receipt of this information.  Please reply to my attention at the
Region I Office and refer to Mail Control No. 139970.  If you have any technical questions
regarding this deficiency letter, please call me at (610) 337-5040.

If we do not receive a reply from you within 30 calendar days from the date of this letter, we will
assume that you do not wish to pursue your application.

Sincerely,

Original signed by Elizabeth Ullrich

Elizabeth Ullrich
Senior Health Physicist
Commercial and R&D Branch
Division of Nuclear Materials Safety
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