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DEC 0 51995

,

Advanced Medical Systems, Inc.
ATTN: David Cesar

Vice President
121 North Eagle Street
Geneva, OH 44041- .

Dear Mr. Cesar:
(,

We have received your letter dated October 30, 1995, with attached application
for renewal of License Number 34-19089-01, dated October 27, 1995. As we
understand, and as stated in your letter, the application supersedes
previously . submitted renewal applications.

During a telephone conversation between Mr. Robert Meschter of your staff and
Mr. Michael Weber of our office on November 15, 1995, Mr. Weber explained to'

Mr. Meschter that the NRC needs to review AMS' procedures that are referenced
in the October 27 application. According to Mr. Meschter, the procedures have
not yet been completed. Mr. Meschter also indicated that the procedures would
be submitted to our office for review. Please note that we only want to

{ review the final versions of the procedures. Do not submit draft copies.

It is our understanding your goal is to have the final versions completed by
the end of December. Please submit the procedures Tor our review as soon as*possible. ,

If your understanding of any of the above differs from ours, please contact me
immediately at 708-829-9854.

1

Sincerely,

!Original Signed By
Kevin G. Null
Senior Materials Licensing Reviewer

License No. 34-19089-01
Docket No. 030-16055
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DEC 0 51995
).

Advanced Medical Systems, Inc.
ATTN: Mr. David Cesar

Vice President' 121 North Eagle Street
4Geneva, OH 44041
|

Dear Mr. Cesar:
.

We have completed our review of your revised Trust Agreement for Advanced
Medical Systems (AMS), Inc's financial assurance dated July 27, 1995.

:

Advanced Medical Systems, Inc. in Cleveland, Ohio, submitted a " modified and;

restated" standby trust agreement to replace one that was previously submitted i

j
to NRC. The agreement modifies a decommissioning funding plan that uses an :amended letter of credit in the amount of $1,800,000. It assures
decommissioning costs for License Number 34-19089-01. Upon review of the ;

;

financial assurance mechanisms, we ask that AMS modify the submission in the
!following way:
!

Submit evidence indicating that the party signing the standby trust
:agreement for the licensee is authorized to represent the company
!(Regulatory Guide 3.66, page 3-14).

. !

The standby trust agreement, dated July 5, 1995, is signed for the licensee !
by its Treasurer. The submission does not, however, provide any evidence
indicating that the Treasurer is authorized to enter into a standby trust
agreement for the licensee, as recommended in Regulatory Guide 3.66 " Standard
Format and Content of Financial Assurance Mechanisms Required for

:Decommissioning Under 10 CFR Parts 30, 40, 70, and 72" (June 1990), page 3-14. '

In a prior submission, AMS provided such evidence in the form of a certified
corporate resolution from its board of directors that granted to the Treasurer
the authority to execute the standby trust agreement. That authority
explicitly applied to the execution of a standby trust dated March 30, 1995,
however, and does not extend to the standby trust agreement in the current I

'

submission. Evidence of authority to represent AMS is necessary to ensure the
validity and enforceability of the mechanism. Therefore, please submit a copy

\

O
.

;
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Advanced Medical Systems, Inc. -2- '

of the corporate by-laws or other evidence (e.g., another certified corporate
resolution) indicatinauthorized to do so. g that the party signing the standby trust agreement is

We will continue our review of your application upon receipt of this
information. Please reply in duplicate, within 30 days, and refer to Control
Number 00209.

If you have any questions or require clarification on any of the information I
stated above, you may contact us at (708) 829-9887. 1

'

Sincerely,

Original Signed By
Kevin G. Null
Licensing Reviewer

t

License No. 34-19089-01
Docket No. 030-16055
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December 6,1995

i

e

i Advanced Medical Systems, Inc.
: ATTN: David Cesar

Vice President
: 121 North Eagle Street
| Geneva, OH 44841
1

,

i Dear Mr. Cesar:

1 This letter refers to: (1) the matters discussed at the exit meeting between
| NRC and AMS on August 29,1995,(2). tha Demand for Information (DFI)

subsequently issued by NRC on September 17, 1995, and (3) your response to the
DFI, dated October 11, 1995.

We have completed our preliminary review of your response to the DFI, and find
that we need additional information and/or clarification on several issues.

We note that your response discussed several initiatives which were not raised
in the DFI. Examples of these initiatives include auditing the AMS radiation
protection program and upgrading the standard operating procedures. We are
encouraged by these positive initiatives.

At the exit meeting, both NRC and AMS were in agreement that definite emphasis
should be placed on the reduction of the radioactive material inventory
located at the.AMS facility. This requires that AMS restore its hot cell to
operability for inventory reduction efforts. In your response, you designated
the recovery of the capabilities of the hot cell, and the subsequent reduction
of sealed source and bulk cobalt 60 inventory, as intermediate priority
actions, to be completed within the next one to three years in accordance with
your priority scheme. We consider that a higher priority should be given to
these actions. Furthermore, given the impartance of the inventory reduction,
we request estimated completion dates rather than the "TBD" stated in Table 3
of your response. In addition, you should describe the actions taken to date
and planned, to identify a market for the sealed and bulk sources.

We also regard the training of the offsite emergency response personnel in
AMS' Emergency Plan,. and the subsequent emergency exercise, as high priority
actions. W. e expect this training to take place expeditiously after NRC
approves the Emergency Plan, as you stated in your response, and the exercise
to follow within two months after the training is completed. Therefore, you
should designate these actions as high priority actions.

Regarding Item A.2. of the DFI (offsite disposal of wastes), we consider this
action to be a high priority action, given that: (1) these wastes are the
only radioactive material at AMS which are in a potentially dispersible form,
and (2) offsite disposal of wastes is now possible due to the recent reopening

/ of the licensed low-level waste disposal facility at Barnwell, South Carolina..( Please note that for materials licensees, NRC does not consider storage as a

@0
-
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Advanced Medical Systems, Inc. -2-

( ,

substitute for disposal (see Information Notice 90-09). Low level waste
should be stored only when disposal capacity is unavailable and for no longerthan is necessary. The only exception to this is storage for decay, which is
generally authorized for radionuclides with half-lives of 120 days or less.
This issue has direct bearing on your Decommission Funding Plan, and will be
addressed, with comments regarding the " Conceptual Decommissioning Plan," in a.

separate correspondence from Region III.

We request specific justification if the actions discussed in the above three
paragraphs are not designated as high priority actions with specific schedulesassigned.

.

Regarding Item B (inventory), we agree that the health and safety significance
of reducing the inventory of sealed and bulk sources, which requires the use
of the hot cell, outweighs the health and safety significance of removing the
stuck plug of the hot cell's front storage well and completing the physical
inventory. However, the further postponement of the removal of the plug and
the subsequent completion of the physical inventory necessitates that AMS
request an amendment to License Condition 14. The new completion date for the
physical inventory should expeditiously follow the completion date for the
reduction of the inventory of sealed and bulk sources, and must not extend4

past June 30, 1998, the date of the next required physical inventory.
( Regarding Item D (decommissioning / decontamination of the WHUT room), your

response did not address these issues. Please describe your plan of action
for the decommissioning / decontamination of the WHUT room.

Regarding Item E (decontamination of the facility), in your response youstate: "AMS is not operating under a decommissioning order, therefore this
item is not applicable. Further, the contamination in the referenced areas is
adequately controlled such that workers and members of the public do not incur

I' avoidable risks' merely by its presence." As we stated in the DFI, i

10 CFR 20.1101(b) requires a licensee to use, to the extent practicable,
procedures and engineering controls to achieve radiation doses to workers and
members of the public that are as low as is reasonably achievable (ALARA).
Moreover, AMS is required, by License Condition 22, to decontaminate i

1

restricted areas if surface contamination levels exceed 40,000 disintegrations
per minute per 100 square centimeters (dpm/100 cms).* Consistent with ALARA
principles, your plan should address steps that will be taken to further
reduce contamination levels and permit a greater degree of worker safety and

|accessibility throughout the facility. Therefore, you should re-address this
issue and describe your_ plan of action for the decontamination of the AMS
facility.

Regarding the disposition of the 100,000 gallons of treated water, we note
that this is a low priority action. Please provide us information regarding
the expected long term (3-5 years) integrity of the collapsible storage tanks.

;

. * Letter from s. J. stein to nac, dated July 23. 1990.

.
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.i

We also wish to inform you that the structural integrity inspection conducted
by R. Shewmaker of NRC Headquarters has been completed. We will forward the
complete inspection report to you as soon as it is available. The inspection

|
,

revealed several concerns which may have an effect on several issues discussed '

in the DFI (e.g., the Emergency Plan, and the Decommissioning Funding Plan).
Therefore, in your response to this letter, please address the issues
discussed in the structural integrity inspection report.

A response to this letter is requested within thirty days after receiving the
aforementioned structural integrity inspection report.

!
'

Questions concerning this letter should be addressed to Mr. James L. Caldwell, '

Deputy Director, Division of Nuclear Materials Safety, Region III, who can be
reached at (708) 829-9801. |,

i

In accordance with 10 CFR 2.790 of the NRC's " Rules of Practice," a copy of !

this letter will be placed in the NRC's Public Document Room. j
'

f Sincerely,
i

Original signed by
.(

' Hubert J. Miller
Regional Administrator

'

,

Docket No.: 030-16055
License No.: 34-19089-01

See Attached Distribution
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.

revealed several concerns which may have an effect on several issues discussed
in the DFI (e.g., the Emergency Plan, and the Decommissioning Funding Plan).
Therefore, in your response to this letter, please address the issues
discussed in the structural integrity inspection report.

A response to this letter is requested within thirty days after receiving the
aforementioned structural integrity inspection report.

Questions concerning this letter should be addressed to Mr. James L. Caldweli,
Deputy Director, Division of Nuclear Materials Safety, Region III, who can be
reached at (708) 829-9801.

In accordance with 10 CFR 2.790 of the NRC's " Rules of Practice," a copy of
this letter will be placed in the NRC's Public Document Room.

Sincerel".

Hubert J. Miller |

Regional Administrator

[ Docket No.: 030-16055
License No.: 34-19089-01

See Attached Distribution
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Distribution
Robert Meschter Robert E. Owen, AdministratorRadiation Safety Officer Department of Health
Advanced Medical Systems, Inc. 246 North High Street, 3rd Floor '

121 N. Eagle Street P.O. Box 118Geneva, OH 44041 Columbus, OH 43266

Michael R. White, Mayor Lisa Mehringer
i

City of Cleveland City of Cleveland Law Department'

601 Lakeside Avenue 601 Lakeside Avenue, Room 106Cleveland, OH 44114 Cleveland, OH 44114;

Erwin J. Odeal, Executive Director Erv Ball, Deputy Director
Northeast Ohio Regional Sewer District Cuyahoga County Board of Health
3826 Euclid Avenue 1375 Euclid Avenue, Suite 524Cleveland, OH 44115 Cleveland, OH 44115

Michael Kalstrom, Secretary Jane Harf, Chairperson
County of Cuyahoga Ohio State Emergency Response
Cuyahoga Emergency Management Commission

Assistance Center 1800 Watermark Drive1255 Euclid Avenue, Room 102 P.O. Box 163669Cleveland, OH 44115-1807 Columbus, OH 43216-3669
-

Marian Zobler
U.S. Nuclear Regulatory Commission

bcc:
C. Jones, HMSS
PUBLIC IE07
AMS File

E-mail:
Bruce Berson (BAB1) Gary Shear (GLS) Bill Brach (EWB)
Joe DeCicco (JXD1) Cynthia Jones (CGJ) Mike Stein (MHS)Jim Caldwell (JLC1) Tim Johnson (TCJ) Mike Weber (MFW1)
Fred Combs (FCC) John Madera (JRM4) Marian Zobler (MLZ)
Donald Cool (DAC) Kevin Null (KGN) Bernie Bordenick (BMB)Steve Crockett (SFC) Cindy Pederson (CDPI) Josie Piccone (JMP1)
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TF1 Advanced MedicalSystems,Inc.
'

[ l 1020 London Rd.
# ( { Cleveland, Ohio 44110 1

' 216-692-3270'-

|
|

l

December 6,1995

Mr. James Caldwell
Nuclear Materials Inspection, Section 2
USNRC
801 Warrenville Rd.
Lisle, IL 60523-4351

Re: Incident / Event Report

Enclosed for your information is a copy of AMS Incident / Event Report 95-001 which ;

ioutlines the details of a burglary attempt (Unusual Event) at the London Road facility on
11/26/95.

1

Any questions regarding the content of this report or the incident may be directed to me )
at (216) 692-3270.

( 1
.

Sincerely,

|
,

Robert Meschter, RSO

cc: David Cesar, Vice President

.

e

Y
g\\
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ATTACHMENT 3
e

i ADVANCED MEDICAL -

SYSTEMS, INC.

INCIDENT / EVENT REPORT

D 0!| I/E Number Page of
!

; UE Date: / /~ 2(a aff UE tocation: /080 40680*O Nd,
\ Re snierch n r< tr - or W vo *K,

UE Time:
| ogg y Areas / Equipment Effected; gg ,g

t/E CLASSIFICATIOtt EVENT TYPE

,'n,D Site Aree Emergency o Electrical Failure

O Alert 0 Water / Sewer Failure O Natural Disaster

Unusual Event MSecurity a Fire

O incident
O Minor Spill or Release (on.

D Minor Release (off site)

O Transportation Event ajor Spill or Release (on-
O Major Release (off site) -

0 Information Only Y
ff *)?C'J[r*/C,, YC WW

o Othe, Other (Describe) pg g y,. gg g g y ,v-j

EVENT DESCRIPTION

.

.

.

NOTIFICATIONS

b Mo University Hospital o'f
SNRC Region !!! c, y a,, ,

OT Security Services [Other gpp
be /TCC*d

O Ohio Department of Health d Other d fe/[0 USNRC Operations Center 8N
y,

[ M ffch TcK
O develand Fire Department OWM kgm o Mo EnWonrnental

[Other O>[O()Medical Services Protection Agency

el ofice <

0 Mo State Nghwy Patrol Other,$ d 8JODepartmentgf g

" IF YES, DATE/ TIME: 0 ROOT CAUSE ANALYSIS REQUIRED

APPARENT CAUSE: /3 MMM /b / IMMEOlATE CORRECTIVE ACTIONS:

A Y8MN Yd'$ $ol^GSM V UO f/ h/ $ d V. ?6||CL,#
'

'
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,

e
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ATTACHMENT 3 (CONTINUED)
r

I
-

ADVANCED MEDICAL
SYSTEMS, INC.

.

INCIDENT / EVENT REPORT
(Continued)

7 .
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I _ DVANCED MEDICALA
SYSTEMS, INC,
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INCIDENT / EVENT REPORT !

!
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