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In The Matter of: *  DOCKET NO. 30-16055- 50
ADVANCED MEDICAL SYSTEMS, INC. *  LICENSE NO. 34-19089-01
*  E.A. 87-139

. DATED: _ August 11, 1987

* ANSWER TO ORIFR MODIFYING
LICENSE, EFFECTIVE IMMEDIATELY,

B AND DEMAND FOR INFORMATION
(REQUEST FOR HEARING CONTATNED

. HEREIN)

ek dokok

NOW COMES Advanced Medical Systems, Inc. (hereinafter referred
to as "AMS"), pursuant to Section 10 CFR, Section 2.705 and states as
follows:

Answering Section I of the Order Modifying License,
Effective Immediately, and Demand for Information (hereinafter referred
to as "the Order"), AMS admits that it is the holder of Byproduct
Material License No. 34-19089-01 duly issued by the Nuclear Regulatory
Camission (hereinafter referred to as "NRC") pursuant to 10 CFR Part
30, AMS further admits that that license, inter alia, authorizes
possession and use of 150,000 curies of cobalt-60 as solid metal,
150,000 curies of cabalt-60 in sealed sources, and 40,000 curies of
cesium-137 in the manufacturer installation and servicing of radiography
and teletherapy devices. AMS further admits that the license further
authorizes the installation, servicing, maintenance and dismantling of
radiography and teletherapy units. AMS further admits the license,
originally issued on November 2, 1979, was renewed on June 25, 1986,

8708190097 870811
NMES L 1C30 0P
34~-19089-01 PDR }

I




AW OFFICES
WICKENS HERZER
& PANZACO . LPA

LORAIN OMIO

with an expiration date of October 31, 1986 and that a timely renewal
application has been submitted.

2. Answering the first paragraph of Section II of the Order,
AMS admits that its teletherapy source fabrication facility is located
at 1020 London Road, Cleveland, Ghio (hereinafter referred to as "London
Road Facility"). Except as so admitted, AMS denies each and every other
allegation and/or inference contained in said paragraph.

3. Answering the second paragraph of Section II of the Order,
AMS denies for want of knowledge or information sufficient to form a
belief as to the truth thereot each and every allegation and/or
inference contained therein.

4. Answering the third paragraph of Section II of the Order,
AMS states that on February 20, 1986 representatives from NRC Region III
met with representatives of AMS at the London Road facility, inter alia,
and discussed for the first time the findings and recamr:ndations in the
ORAU's evaluation report, which report speaks for itself, and which had
been campleted in December of 1985 but not provided to AMS until January
of 1986; except as so stated, AMS denies each and every allegation
and/or inference contained in said paragraph.

5. Answering the fourth paragraph of Section II of the Order,
AMS states the NRC issued correspondence dated March 7, 1986, which
speaks for itself; that shortly thereafter AMS oegan the development and
implementation of a clean up plan. Through correspondence dated April
16, 1986, AMS informed the NRC, inter alia: (1) of its progress on the
development and implementation of its clean up plan; and (2) that it
needed a time extension to respond to requests contained in the NRC's




March 7, 1986 correspondence because consultants indicated they could
not meet the time requirements set forth by the NRC. Three weeks lates
the NRC issued correspondence dated May 6, 1986, which speaks for
itself. Through correspondence dated May 29, 1986 AMS informed the NRC
as to the status of its clean W activities and provided a
decontanination plan developed by AMS consultants; except as so stated,
AMS denies each and every allegation anc/or inference contained in said
paragraph.

6. Answering the fifth paragraph of Section II of the Order,
MAMS states that the NRC issued additional amendments and conditions to
ite linense which speak for themselves and which, inter alia, prevented
M5 from performing any further clean up; except as so stated, AMS
denies each and every allegation and/or inference contained in said
paragraph.

7. Answering the sixth paragraph of Section II of the Order,
AMS states that through correspondence dated July 24, 1986 it issued to
the NRC, inter alia, aoquofaoontractbyandbetmen it and Rad
Services, Inc. to, inter alia, perform decontamination of the London
Road Facility, the full scope of which is set forth in said contract;
except as so stated, AMS denies each and every allegation and/or
inference contained in said paragraph.

8. Answering the seventh paragraph of Section II of the

Order,AsttatestrﬂtMerdtermNo.Qwasissuedtoitsmcense,whid]

speaks for itself, and that through correspondence dated September 10,

1986 AMS sulnitted a decontamination plan to the NRC, which

corresponde e and plan speak for themselves.




9. Answering the eighth paragraph of Section I1 of the Order,
AMS states that on October 23, 1986 the NRC issued Amendment No. 10 to
its license and that that license amendment and corditions 16 and 19.E,

15.A 19.C, 20 and Amendment 10 speak for themselves; except as soO

stated, AMS denies each and every allegation and/or inference contained

in said paragraph.

10. Answering the ninth paragraph of Section II of the Order,
AMS states that it issued a letter dated December 23, 1986 to the NRC,
which letter speaks for itself, and that the NRC issued a letter dated
February 11, 1987 which alsc speaks for itself; except as so stated, AMS

denies each and every allegation and/or inference contained in said

paragraph.

11.Answerin;thetenthpaxagramof8ectimnofﬂ1e0rder,

AMS states that it issued a letter dated March 20, 1987, which letter
speaks for itself, that on April 2, 1987, Region III staff and AMS
representatives met, and that AMS issued a letter dated April 10, 1987
to the NRC, which speaks for itself; except as sO stated, AMS denies
each and every allegation and/or inference contained in said paragraph.

12. Answering Section III of the Order, AMS denies each and
every allegation and/or inference contained therein.

13. Answering Section IV of the Order, AMS denies each and
every allegation and/or inference contained therein.

14. Answering Section V of the Order, AMS states that the same
is not an allegation, but is an order which, inter alia, requires the
camencement of decontamination of the Iondon Road facility by August

31, 1987, and the commencement of the redesign, reconstruction ard
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upgradingofthel.aﬂmlbadfacilitybyhx;ust:sl, 1987; AMS denies or
cartestseammeveryalle;atimam/oroxdercmtainedinSectimv
of the Order.
15.Am«erh'qtrnfirstparagramofswtimVIofthe0rder,
AMS acknowledges that pursuant to 10 CFR Section 2.202(b) it may, in its
amr,mqtmtahearimudﬁntarwou\erpersmadvemelyaffectad
byt.hisomermayreqwstamirgwiﬂminmmy(m) days of its
issuance. Further answering the first paragraph Section VI, AMS
achwledgesﬂntanarswertoﬂmis&deroranymmtsformarim
shall be submitted to the Director, Office of Enforcement, U.S. Nuclear
Regulatory Commission, Washington, D.C. 20555, and a copy shall also be
sent to the Assistant General Counsel for Enforcement at the same
address and the Regional Administrator, NRC Region III, 799 Roosevelt
Road, Glen Ellyn, Illinois 60137. Further answering the first paragraph
of Section VI of the Order, AMS acknowledges that if a person other than
the licensee requests a hearing, that person shall set forth with
particularity the manner in which the petitioner's interest is adversely
affectadbythisomerardshalladdrassthecritariasetfcrmmlo
CFR 2.714(d). Further answering the first paragraph of Section VI of
the Order, AMS acknowledges that upon the failure of licensee to answer
orreq.xestahearingwithhuﬂxespecifiedthne,the&deralullbefiml
witlmtfurtherprooeedhqsamﬂntanmmrtotheomeroramquest
for hearing shall not stay the immediate effectiveness of this Order.
16‘mi:gtheseccrdparagraphof8ectimVIofﬁ\e0rder,
»Sadcwledgesthatifaraarmgisraquestedbylicaseeorapersm
vabsemtemstisadveraelyaffecmd,ﬂ)emissimwillismeanmder




B i e A T e R e i

:Aw OFFICES
WICKENS HERZER
& PANZA CO LPA

LORAIN OMIO

designating the time and place of any hearing and if a hearing is held,
the issue to be considered at such hearing shall be whether this Order
ghall be sustained. Further answering the second paragraph of Section
W.nsmdymmtsahmrimmmiﬂmplminmmby
its Answer to Order Modifying License, Effective Immediately and Demand
tornmﬂm,utmmtitvillhagrmmﬁnqpatnityho,m
alia, appear and present evidence. Accordingly, AMS demands that the
comnission issue an arder designating the time and place of the hearing
whereat the issue to be considered will be, inter alia, whether the
Order should be sustained.

17. Answering Section VII of the Order, AMS states that the
sameismtanallegatim,mtis,m:g:nn,anordermquiri:gme
production of information; as such, AMS denies and contests each and
every allegation and/or inference contained in said section, and
responds to the individual requests for information as follows:

A. Responding to Section VII A,1, AMS states it

will provide its financial statements and
balance sheets for the previous three years,
but cbjects to the request on the basis the
same does not reasonably identify or
otherwise limit what is being requested;

B. Respording to Section VII, A,2, AMS states

it will provide its quarterly financial
statements and balance sheets for the four
previous gquarters, but abjects to the

request on the basis the same does not
reasonably identify or otherwise limit what

is being requested;

C. Responding to Section VII, A,3, of the
Order, AMS states it will provide the
requested information;

D. Responding to Section VII, A,4, of the Order
AMS states it will provide the requested
information;




Responding to Section VII A,5, of the Onrder,

AMS states it will provide the requested

information;

Responding to Section VII B,1-3, of the

Order, AMS states that it intends to camply

with the requests ocontained therein, but

specifically objects to the general na

i.e. lack of specificity, of the requests

contained therein.

18. In answer to the allegations of improper conduct which the

Deputy Executive Director for Regional Operations, claime led him to
conclude that "the NRC lacks reasonable assurance that decontamination,
redesign, reconstruction and upgrading of the licensee's London Road
facility will be initiated and completed in an orderly and timely
fashion to assure the health and safety of the public, including
licensee's employees will be protected . . ." and further that "the
public health, safety and interest require that those efforts cammence
forthwith . . ." [See Order Section IV, p. 7.] AMS specifically and
affirmatively states that it has attempted in a reasonable and tiraly
fashion to, inter alia, affect the decortamination, redesign, and
reconstruction of its London Read facility, but has been blocked in its

efforts to do so by, inter alia, (1) the NRC's delay in re=onding to

proposed decontamination plans, (2) the NRC's imposition of financially

and temporally unreasonable requests, and (3) the NRC's unjustified
partial suspension of its license on October 10, 1986. Further, AMS
specifically and affirmatively states that the present status of the
contamination complained of by the NRC does not warrant the invocation
of "effactive immediately" status under 10 CFR Section 2.201(c), amd

that urless the Order is rescinded or modified, the same may adversely




impact upon S' ability to operate and effect reasonable
decontanination. Further, specifically and affirmatively answering the

Order, AMS states that the NRC has failed to join a party necessary to

this litigation.
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Systens, Inc., and its
Geneva, OH 44041, with full authority state that I
Licerse, Effective Imediately, and

mmmmxmm

foregoing Answer to Order Modifying
pemand for Information and hereby

contents thereof, and to the best of my
adnissions and statements

xnowledge, information and

contained therein are
pelieve the denials,

mammtmmmmtumrpoaﬁtoruhy.
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owcen to and sibecribed in my presence this /ofh day Of
\
|
\

August, 1987.
o) 4

C
MARILYN D. BLOCK, Notary Public

State of Ohio
My Commission Explc. ey 19, 1988
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PROOF OF SERVICE

The undersigned hereby certifies that a true, accurate and
camplete copy of the foregoing Answer to Order Modifyingy License,
Effective Immediately, and Demand for Information (Request for Hearing

Oontained Herein) was sent via ordinary U.S. mail, on this // day of
August, 1987, to:

Director, Regional Administrator
office of Inspectinn and nforcement NRC Region III

U. 8. Nuclear Regulatcr; Cammiesion 799 RoosevelT Road

Washington, D.C. 20545 30137

Assistant General Counsel
for Enforcement.

Office of SOe and Enforoemey

U. 8. Nuclear Ré&gulatory Comissigq

Washington, 0.C. 20555
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PERSONS_1JPON ity FUTURE DOCUMENTZ MAY BE SERVER
Service of all cocuments this matter yoen Advanced
Medical Systems, Inc. can accamplished by forwarding the same to:
Richard D. Panza, Esq. william F. Kolis, Jr.
WICKENS, HERZER & PANZA QO., P, A, WICKENS, HERZER & PANZA (., L.P.A.
P. 0. Box 840 P. O. Box 840
1144 West Erie Avenue 44 West Erie Avenue
Lorain, Ohio 44052-0840 Loral Ohio 44052-0840
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