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Septonber 22, 1969

Mr, Jack Grobe

U.5. Nucleer Regulatory Commission
Region 111

799 Roosevelt Road

Glen Ellyn, IL 60137

RE: In the Meiter of: hdvanced Medical Bystems, Ine.; Byproduct Meterial
License No. 34-19089-01; Docket No. 30-16055-6P; EA-B86-155; ASLBP Nu.

87-545-01-8P (8uepension Order)

Dear Mr. Grobe:

This will confirm several peints raised during the Monday, September 18, 1989
Enforcemant Conference attended by Nr. Faparillo, Kr. Norelius, Mr. MoCann, Dr.
Mallett, Attorney lewis, Attorney Berson and yourself of the NRC and Attorney
Aidrich and myself, wherein we presented evidence to dispute Sodeco impulse
countey charges Nunbers One and Three. All of these documents were either in
your Jiles or reviewed by NRC inepeciors from 1979 on, These documents clearly
outline incident raeporting, incident :valuation, haudling of defects, and
handling of deviations. They are all in accordance with 10 CFR Part 21.

At the meeting, you confirmed the fact that no hospital, clinic or other customer
of AMS filed a canplaint or & 10 CFR Part 21 notice concerning the Sodeco pre-
detarmining impulse counter utilized by AMS. The fact that the NRC failed to
contact the manvfacturer of the sodeco counter for verification of any design
charscteristics as well as the NRC's fallure to contact other service organiza-
tions concerning the NRC's view that the S8odeco was Aefective was also discuseed.
As agreed, it will be the responsibility of the NRC to investigate whether a
safety risk existed and, if so, vhether the NRC staff exacerbsted that safety
risk and created an additicnel health riek by notifying enly the end user, the
hospital and/or clinic, of the perceived defect.

As further agreed, the NRC will be responsible for investigating whether its
staff created a health and safety risk by mandeting as & retrofit timer, a Limar
which the NRC knevw had approximately a fiftoen percent (15%) failure rate and
wag not fully tested. As discussed, at least three (3) of these timers have
failed, causing Overexposures. Perhaps the NRC will explain, in writing, why
it has taken the position that the Atam Mechanical timer contained & "design
characteristic" whereas the AMS Sodeco was "defective".
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1t wat sgroed that, if Lhe NRC wighet Lo maintain ite position thet the Sodeco
counter was defective, then the NRC will be responsible for investigating
whether ite inepectore who vieited MME from 1982 on were grosely negligent in
falling Lo properly review RIME procedures, Isotope Comrittee Peeting ¥inutes,
Safely Cammittes Meeling Minutes, and interoffice nemorande made availadle to
Lhem, 1n thel case, proper irveeticetion by these inspectors would hesve
oliminated what the NRC considered Lo have been a health and safety risk. It
ie our hope that the KRC will also investigate the negligent gupervision of these

arployees.

gimilerly, the NRC will dstermine why their inspectore feiled to properly review
AMS' procedures and make note of any perceived deficiencies in our procedures
with respect to 10 CFR Part 21, 1f it ie your position thit deficiencies existed.
Purther, as discussed with attornay Ltewis, Attorney Basoon and Mr. McCar , at
the December 23, 19086 Enforcement Conference attended by Mr. Axelson, Dr. Mallett
and My, MeCann, whers the Sodeco counter was first discussed, 10 CFR Part 21.21
reguivements were resolved at that time. See, T. Hebert letter of January 23,
1987. if it is determined thaet AMS procedures were deficient, why &id the NRC
managament agree that this matier was reeolved?

1t must also be noted that B.J. Holt and Rodney Johnson of RAD Services, Inc.
conducted an eudit of AMS' Nallation Safety Program in March of 1987, With
respect to records maintenance, {: was stated in that report: “rhe RSO mainteins
s clear, legible set of recorde in the tondon Road Office.” Beceuse Ms. Holt
is currently an NRC Region 111 amployee, it g our hope that the matter of any
alleged deficiencies in our procedures which ware not detectod by her as a RAD
Servicen amployee will be investigated, Thia report may also be found in your
files,

gimilarly, ae set forth in our mansgement plan, which is also contained in your
files, the lsotope Committee meets quarterly and reviews field service reports
involving Cobalt vnit installation, diemantling and maintenance. These avdit
reviews are conducted primarily to conform to 10 CFR. As yo are awsra, special
Isotope Committes meelinge are held to review incidente cccurring during tha
iaterim. It is demonstrated by the copies of lettars forwarded to you concerning
incidants of which AMS was aware, anytime AME is aware of an incident which
regquires reporting pursuvant to 10 CFR Part 21, a veport is made regardlags of
who tha service organigation is.

Also, with respsct to your questiong concerning what Mr. Irwin was thinking at
the time hic deposition was taken and what he wes able to recall in that
depoeition in 1986, it was agresd thet had the NRC had questions about certail
documents, Mr. Irwin should have been askeéd about those documents at that time.
Tt continues to be our position thet AMS should not be required to answer three-
yoar-ol 1 guestione that proper investigation by NRC investigators would have
vesolved, Again, AMB \s not responsible for the failure of the NRC management.
This continued harassment i@ unwerranted, Neither Mr, Irwin nor anyone olse al
AME should be nade to bear the brunt of an attempt to cover up negligence on the
part of the NRC.
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Finally, this will confirm that Mr. Ed Svigel who, dut :o‘iliﬁefz.’fuu urah;;
to ettend the Soptenber 18, 1909 meet ing, has been hospitlelire or & 96
bledder operstion. Upon hie recovery, I will again provide you with anewers 10
the following qQuestione: :

1) Pectua) errore conteined in Inspection Report No. 030-16055/86-"
001 (DRSS):

2) Wether operator error could cause the Sodeco counter to go fram
000.00 to 999.99;

3) whetrer the counters that were improparly mannfacturad
duplicatel the 000.00 to 999.9% problem, or contained another
problem;

4) Whether the counters thet were improperly manufactured stopped
counting altogeiher, and whether this was tha same problem which was
manifest in the Ball Wemorial Hospital end St. Catharine's Hospital
problems;

§) Whether the Sodeco counter only opens at 000.00 when manually
get or whether it could be opened if reset by the reset button or
manvally? (i.e., what ie the purpose of the reset button?)

It is, of course, still our pos'‘tion that these technive) iseues were resolved
in 1986, i

Sincarely,

o oo

Director of Regulatory Affairs
BB /me

cc: Sayvice List




