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Washington, D C 20555

Request for Clarification

Dear Steve, -5

-’

IMS has received contradictory interpretations of NRC regulations regarding aistnibution hcenses, sne
licenses, and dov“ﬁ'r’ni&tuttom. The two scenarios described below are presented 1o illustrate the
aiTerence In the reguiatcry opinions we have received in the past months. We believe the
interpretation illustrated in Scenario 2 is correct It would be heipful if you could provide an
authorttative opinion regarding these 'ssues as they penain to the startup of new IM$ equipment In
the United States.

Scenario 1:
I has been sugyesied in Lk past Uial IMS is nol peimitied o nstall new equipment cunlalning
radiation sources at a customer site until at least four conditions have been fulifilied, namely:

- the customer has a site license for the device to be installed

- IME possesses an NRC device registration for the device to be installed .

- IMS has a distnbution/service license permitting us to perform the installation <

- the site licencee and IMS oonour that conditione tipulated in the IMS Radiation
Safely Checklist are satisfied

Scenario 2:

it has also been suggested that IMS could begin instaliation and commissioning of a new device,
provided that IMS has permission according 10 our license to possess the sources in guestion
According to this interpretation it is IMS, and not the site licensee, that possesses the sources during
installation and commissoning. In this case, IMS retains exclusive contro! of and access to the
radiation sources during installation and startup, and IMS would retain this exclusive control until

~ the system instaliation was complete

- the site license for the installation has heer issued

- the device to be installed has been assigned an NRC device registration

~ the she licensee and IMS concur that conditions stipu'ated in the IMS Radiation
Safety Checklist are satisfied

Only after these conditions were \uifilled would IMS be allowed 1o relinquish control and possession
of a device containing sealed radiation sources to a site licensee end-user. At this pont IMS would
literally “hand over the keys to the gauge” 10 the end-user
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A significant difference between Soerario 1 and Soonoario 2 o the timing of cvents.  Undor Seenario
2, IMS couid begin instaliation and commissioning of a device before the device is registered and
) before the end-user has obtained a site license. A typical gauge ingtallation and commissioning
\ | /\ requires about three months to complete, During this period the radiation sources could be brought
on site, provided that IMS has a license to possess the sources. In cases where regulatory approval
Is pending, Scenario 2 shortens the time required 1o bring new equipment into production.

We believe this interpretation of the regulations is correct because.

» IMS has not distributed the device until the keys are handed to the end user

e The end-user does not yet possess the device during commissioning.

+ During startup and commissioning the end-user is not yet necessarily equipped to assume
responsibility for the radiation safety of the device, The device is not yet fully operaticnal and the
end-user personnel have not necessary completed all their radiation safety training for the device

o Under scenario 2 it is clear that IME has the authority and responsibility te implement (adiation
safety measures on-site during cormmissioning We submit that this unambiguous authority and
raspnnsihility are ascantial to site safaty duing system installation and cormmissioning

As a specific example for which clarification would he haipfil we considar the nanding starup of the
IMS Model 6321 Tube Gauge &t Timken Steel in Canton, Ohic (Region II!) We anticipate
Issuance of a oevice registration for this gauge in the first quanter of 18688 Timkan has alraady
applied for a site license for this installation Region 11l has Informed Timken that a site license
should foliow a few days after the device registration is issued.

IME has the following questions pentaining to this instailation. We hope these questions will serve to
clarify the issues described above.

1. Could IMS legally have the sources shipped to the site now for the purpose of gauge
commissioning, provided that:
« IMS Inc. has a license to pussess the sealed sources used in this gauge, and

- IME uses an approved leck-out device to maintain control of the device and to
prevent access to the soLrces?

2 Does the NRC concur that IMS, and not Timken Steel, wouki possess these sources during
gauge installation and stanup?

3 Does the NRC concur that IMS, rather than Timken Steel, has the authority and responsibility
Lo implement and maintain radiation satety measures at the installation ste until the system
can be tumed-over to Timken Steel?

Please feel free to contact me to discuss this. Thank you for your help with thic matter
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Ceorge Bumet, VI
General Mangger, IMS Inc.

Best Regards, -

oo Sue Engelhardt, Engolhardt & Assoociates
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