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November 12, 1999

Mr. Fredrick Sturtz W
U.S.NRC

Mailstop T8FS

11545 Rockville Pike

North Bethesda, MD 50852

Dear Mr. Sturtz:

I am writing you after speaking with Mr. Tony Kirkwood of your office on November 9,
1999. Metorex has discovered that the SUPS probe, which was registered as part of the Model
880 Analyzer in the past by Metorex’s predecessors but appears to have been dropped as the
registrations were revised and reissued to the succeeding distributors, is not included in
Metorex’s current registration and distribution license. Consequently, some previous
distributions of the SUPS probe appear inconsistent with our license. We wish to correct this
discrepancy as quickly as possible.

| The SUPS probe was developed in the 1970°s and covered by the Columbia Scientific
Instruments registration for the 880, TX227D101G dated August 12, 1988 (Enclosure 1). The
safety evaluation that was performed in 1979 is also enclosed (Enclosure 2). This registration

- and safety evaluation covered a family of probes including the HEPS, LEPS and SUPS; which

were sold with the Model 880 Analyzer. Because the registration covered the analyzer and
probes together, the SUPS probe was not named separately, but was described in text near the
bottom of page 2 (the statement “...the shutter activating knob is depressed by placing the probe
on the surface to be measured...” is understood to refer to this probe). In 1988, the registration of
these probes was transferred to Princeton Gamma-Tech, Inc (PGT). The PGT registration, NR-
551-D-104-B for the 820, 840 and 880 (Enclosure 3) refers to the Surface Analyzer Probe, which
may have been intended to refer to this SUPS probe, or to the newer (at the time) SAPS probe
which was added to the product line to replace the SUPS or both. There were a number of
amendments and changes to the registration until the April 21, 1993 registration, NR-701-D-101-
G (Erclosure 4), when the name of the analyzer was deleted and the specific probe names were
registered. Although the SUPS was one of the original probes and was still being distributed at
the time, it was not included among the probes specifically listed. Because of changes in
personnel, we have been unable to determine why it was omitted. This last registration was
issued to Outokumpu Electronics Inc. Outokumpu has since been succeeded by Metorex as the
listed distributor and the registration has been further amended to reflect the change. Our
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" license authorizes the distribution of the probes identified on the current registration, though it
also continues to authorize the model 880 analyzer which originally included the SUPS probe.

~ Our records indicate that SUPS probes were sold in the 1991 to 1998 time frame and that
15 units are currently possessed and used by three customers. At this time, I would request your
guidance on the appropriate actions we should take. Can our registration statement and
distribution license be amended, based on the original registration, to restore the SUPS probe to
the list of devices we are authorized to distribute, or is a further application necessary? In the
interim, what actions should we take with respect to customers currently possessing these .
devices?

If you have any questions, please contact me at (609) 406-9000, ext. 122 or by email at

. I'would like to resolve this matter as quickly as possible.

Sincerely,

- %ﬁé Patterson, Ph.D.
' " Pres : .
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