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UNITED STATES NUCIEAR IEGJIA'IORY COMISSION
'87 AUG 12 P3 :38

In 'Ibe Matter of: * DOCKET NO. 30-16055-Sp

AINANCED MEDICAL SYSI' ENS, INC. * LICENSE 10. 34-19089-01

* E.A. 87-139'

* DATED: August 11. 1987

* ANSWER 'IO Gt!FR IODIFYDE
IZO!2EE, EFFECFIVE DMEDIA'M.Y,

* AND IEMAND IM INPG09&iO4
pasumsr IM HEARING CDfIAINED

* HEREIN)
*****

NOW OCHES Advanced Marlim1 Systems, Inc. (hereinafter referred

to as "AMS"), pursuant to Section 10 CFR, Section 2.705 and states as

follows:
9

1. Answerirg Section I of the Order Modifyirg License,
.

Effective Tn=w14ately, 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 i=wi by the Nuclear Regulatory

h4 anion (hereinafter refeIIed to as "NRC") pursuant to 10 CFR Part

30. AMS further admits that that license, inter alia, authorizes

p-c: ion and use of 150,000 curies of cr+v=1t-60 as solid metal,

150,000 curies of cobalt-60 in sealed sources, and 40,000 curies of

cesium-137 in the manufacturer installation and servicing of radiography

and teletherapy devices. Als further admits that the license further

authorizes the installation, servicing, maintenance and dismantlity of

radimqily arxi teletherapy units. A!E further admits the license,

originally 4 = wi on November 2, 1979, was renewed on June 25, 1986,
-
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with an expiration date of Octnhar 31, 1986 and that a timely renewal
e' .

application has been subnitted.

2. Answering the'first par %t ga of Section II of the Order,

AMS admits that its teletherapy source fabrication facility is located

at 1020 Inndon Road, Cleveland, Chio (hereinafter referred to as "landon

Road Facility"). Except as so admitted, AE denies each and every other

allegation and/or inference contained in said par %tgi.

3. Answering the second par %t g4 of Section II of the Order,
~IAMS ' denies for want of knowledge or information sufficient to form a

(

belief. as . to the truth thereof each and every allegation and/or

inference containsa therein.

4. Answering the third par %tga of Section II of the Order,-

AMS states that on February 20, 1986 tapaamud.atives frun NRC Region III
.

met with reprer===iLatives of As at the Iondon Road facility, inter 3113,-

and-div==aa_ for the first time the findings and ranrmwsrlations'.in the'

CRAU's evaluation report, which report speaks for itself, and which had !
'

been ocupleted in nan ==har of 1985 but not provided to AE_until January

of 1986; except as so stated, AMS denies each and every allegation

and/or inference contained in said par %s p2.

5. Ans.ering the fourth par %tsi of Section II of the Order,

AMS states the NRC issued couasipcidsim dated March 7, 1986, which

speaks for itself; that shortly thereafter Am began the devalr-ant and

implementation .of a clean up plan. 'Ihrough cou opci-der.ce: dated April

16, 1986, AM informed the NRC, inter 3113: (1) of its pr@tasi on the

development and implementation of its clean up plan; and (2) that it ;

I

paadad a time extension to r==pcid to requests contained in the NRC's
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1986 coues adence because consultants indicated they oculdMarch 7, r
,

'Ihree weeks latecnot toeet the tirne requirunents set forth by the NRC.
|

the NRC i= wd correspondence dated May 6, 1986, which speaks for
}

itself. 'Ihrotrjh cou@dence dated May 29, 1986 Als informed the NRC

as to the status of its clean up activities and provided a
decontamination plan developed by AMS consultants; except as so stated,

AMS denies each and every allegation and/or inference ocritained in said

Paragraph.

6. Answering the fifth paragraph of Section II of the Order,

AMS states that the NRC issued additional amendments and corditions to

its li.wnse which speak for themselves arri which, inter alia, prevented

AMS frm perfortning any further clean up; except as so stated, AMS

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

paragraph.

7. Answering the sixth paragraph of Section II of the Order,.

AMS states that through cnrrespordence dated July 24, 1986 it issued to

inter alia, a copy of a contract by and between it and Radthe NRC,

Services, Inc. to, inter alia, perform decontamination of the Inndon

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, AMS states that AmeudE=uit. No. 9 was issued to its License, which

speaks for itself, and that throtx3h couwspurdence dated September 10,

1986 AMS subLtitted a decontamination plan to the NRC, which

couwsrmdence and plan speak for themselves.-

,
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Answering the eighth paragral t of Section II of the Order,i9.
,

AMS states that on October 23, 1986 the NRC i=vvi Air =5dicit No.10 to

its license and that that license amei-dr=uit ard conditions 16 and 19.E,

15.A 19.C, 20 and An=5dieiit 10 speak for themselves; except as so

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

in said paragraph.

10. Answering the ninth paragraph of Section II of the Order,

AMS states that it i=_wl a letter dated Decennber 23, 1986 to the NRC,

which letter speaks for itself, and that the NRC issued a letter dated

February 11, 1987 which also speaks for itself; exmpt as so stated, AMS

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

paragraph.

11. Answering the tenth paragraph of Section II of the Order,

AE states that it i=wl a letter dated Mart:h 20, 1987, whicil letter
.

speaks for itself, that on April 2, 1987, Region III staff arxi 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 arrl/or inference contained in said paragraph.

12. Answering Section III of the Order, AMS denies each ard

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. Answerirg Section V of the Order, AMS states that the same

is not an allegation, but is an order which, inter alia, requires the

huamre_nt of <iamntamination of the Iondon Road facility by August

31, 1987, ard the huerminuit of the rhign, reccostruction ard
.
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,

upgrading of the Iondon Road facility by August 31, 1987; AE denies'or

contests eacts and every allegation and/or order contained in Secticri V

of the Order..

15. Answering the first pawiaph of Section VI of the Order,

AMS acknowledges that pursuant to 10 CFR Secticri 2.202(b) it may, in its'

answer, request a hearing and that any other person adversely affected

by this Order may. request a hearing within twenty (20) days of its 1

a

iaanance. R1rther answering the first. paia i @ Section VI, AEv

iL acknowledges that an answer to this Order or any requests for hearirq |

shall be subnitted to the Director, Office of Enfoscaru==>t, U.S. Nuclear

Regulatory Niaaion, Washington, D.C.~ 20555, arxi a copy shall also be

sent to the ' Assistant General Counsel for Enfow=:n== t at the same

address and the Regional Administrator, NRC Region III, 799 Roosevelt
.

Road, Glen Ellyn, Illinois 60137. Further answerirg the first paraytoph
.

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 whict1 the petitioner's interest is adversely

affected by this Order and shall address the criteria set forth in 10

CFR 2.714(d) . Further answering the first pa% tags of Section VI of.

the Order, AM acknowle&Jes that upon the failure of licensee to answer

or request a hearing within the specified time, the Order shall be final

without further s(-Wings and that an answer to the Order or a request

for hearirq shall not stay the 4Miate effectiveness of this Order.

' 16, Answering the second para tapa of Section VI of the Order,v

AMS acknowledges that if a hearing is requested by licensee or a person

whose interest is adversely affected, the hianian will issue an order
,
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.

designating the time and place of any hearirg and if a hearing is held, )
i

the issue to be considered at such hearing shall be whether this Order

shall be sustained. Further answerirg the mi-d pump.ania of Aw+imi

VI, M hereby r==*E a hearirg cm all ins- p1M_ in whversy by
its Answer to order Itriifyirg TAmise, Effective T-iaiintely and Denard

. for Inf --Lion, whereat it will be yardin the ua Lmity to, inter

alia, appear and an.a==.L evidence. Acocrtilrgly, E dsumnds that the

rrunnianion is=== an order designating the time and pinew of the hearing

dereat the iswam to be otrmlanred will be, inter alia, whether the

Order should be sustained.

17. Answering Section VII of the Order, AIG states that the

same is not an allegation, but is, inter alia, an order requirirg the ;

production of information; as such, AMS denies ard contests each and

every allegation ard/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 objects to the request on the basis the
same does not reasonably identify or
otherwise limit what is being requested;

B. Responding to Section VII, A,2, M states
it will provide its quarterly financial
statements and balance sheets for the four
previous quarters, but ctjects to the
request on the basis the same does not
reasonably identify or otherwise limit what
is beiry requested;

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

D. Respordity to Section VII, A,4, of the Order
l AIG states it will provide the requested

'

(a orras information;
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E. Resporxiing to Section VII A,5, of the On3er,
.

AMS states it will provide tlm requested
information;

}
F. Responding to Section VII B,1-3, of the

OnSer, AMS states that it intends to ecmply
with the requests contained therein, but,

'

specifically objects to the general nature
i.e. lack of specificity, of the requests
contained therein.

18. In arwer to the allegations of iq;tw ocnduct wlilch the

Deputy Executive Director for Regional Operations, claims led him to

ococlude that "the NRC lacks reasonable assurance that deomtamination,

redesign, ra.uc,Lruction and upgradirg of the licensee's Iondon Road

facility will be initiated and coupleted in an orderly and timely
fashion to assure the health and safety of the public, includirg

licensee's employees will be protected " and further that "the. . ..

public health, safety and interest require that those efforts ocumence
.

(see Order Section IV, p. 7.] AMS specifically andforthwith . "
. .

affirmatively states that it has attempted in a reasonable and tir.aly

fashion to, inter glia, affect the dectr*Jmination, redesign, and

recorthian of its Iarlon Road facility, but has been blocked in its

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

ptW rh,mtaminaticn plans, (2) the NRC's inposition of financially

and taporally unreasonable requests, ard (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 ccmplained of by the NRC does not Warrant the invocation

of " effective imaMately" status urx3er 10 CFR Section 2.201(c), ard

that urness the Order is rescinded or modified, the same may adversely
,
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.

impact upon AMS' ability to operate ard effect reasonable
T

decontamination. Further, specifically and affirmatively answerirg the

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

this litigation.

Respectfully sulni ,

D +b JA tw -
Ri . Fanza

'

d

t

y i_.- 1

Ailli . Kolls,'JM \
, HERZER & P .,L.P)A.

44 West Erie Av
. O. Box 840

' lorain, Ohio 44 52-0840
: (216) 24 -5268 (Iora

(216) 236- la)
(216) 236-3951 (Clevel,

S FOR ADVANCED MEDICAL
,

SY INC. |

.
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) VEEEFICRITON
cautEY OF ASHIRBUIA )

I,
'Itw*ws Habert, Genaral Managar of Advanced Medical

One Factory IW,
systens, Inc., and its authorized representative,

have read thewith ibil authority state that IGeneva, OH 44041,

foregoire Answer to. Order Modifyiry . License, Effective Tunmilately, and
Demand for Infonnation and hereby depose and state that I know the

.

infonnation andand to the best of my knowledge,contants thereof,

admissicns and statenants contained therein arebelieve' the denials,
>

true ard that the same are not iW for delay.

..

.

A of _ _ -

Theodore Hebert
,,

Sworn to and subscribed in my presence this M day of
August, 1987.

W& &A fA$4.A } _
NCRARY $UBLIC //

(NARILYN D. _ BLOCK, Notary Public
State of Ohio

My Commission Emph stay 19,1988

I )
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PRDOF 0F SERVIG*

.

'Ibe undersigned hereby certifies that a true, accurate arxl
ocuplete copy of the foregoing Answer to Order Modifyirq License,
Effective Innediately, arri Demand for Information (Request for Hearirg ,

Onntained Hezein) was sent via o.% U.S. mail, on this // day of !

August, 1987, to:
,

a

Director, Regional Administrator,

Office of Inspectim and Enforce;w.ut. NRC Region III
iU. S. Nuclear Regulatcr/ Nimian 799

Washington, D.C. 205b5 G1 1 is 137,

Assi= M General Ccunsel
for Enforcernent

Office of Inspect and Enforceme
U S. Nuclear atory h iami
Washington, .C. 20555

\'
'

; f" '*"P"P"
, js

PERSONFLUPCN MOis FUIURE HAY BE
(

a Service of all doctments fra this matter Advanced
Medical Systems, Irc. can acocmplished forwat % to:

,

!
*

Richard D. Panza, Esq. William F. Kolis, Jr.

WICKENS, HERZER & PANZA CD., .A. WICIENS, HERZER & PANZA ., L.P.A.
,~ P. O. Box 840 P. O. Box 840

1144 West Erie Avenue 4 West Erie Avenue
Iorain, Ohio 44052-0840 lora o 44052-0840,

t

E3 C$
72067.ans
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