
|' l AdvanC8d MedicalSys18ms,Inc.
~

121 North Eagle Street * Geneva, Ohio 44041
!216)466 4671 TWX 810-4272-183

May 23, 1988
i

Guclear Materials Safety Section I
U. S. Nuclear Regulatory Commission ;

Region 111 1

799 Roosevelt Roaf
Glen Ellyn , IL 60.17

Attention: Ro be rt E. Bu r gi n , Senior Radiation Specialist

D. G. Wiedeman, Chief Nuclear " ate rials Saf ety Section 1

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

Gentlemen:

This letter is in response to the Notice of Violation issued by your of fice
on May 5, 1988. A*4S does not deny that in accordance with Regulation 10
CFR 20.105 the un re s t ri ct ed area (AMS owned sewer system ma nhole ) required
redesignation as . a restricted area. The data collected by AMS and Nuclear
Support Services (AMS consultants) established that a temporary need for
redesignation as a restricted ares was justifiable and t he refo re correc- !

tive action was taken. Your inspector's findings reconfirmed our actions.

:

AMS is presently under order by the USNRC to conduct decontamination of
,

the London Road Hot Cell facilities. AMS, as a direct result of the Order |
Modifying License issued July 23, 1987 and Revised Octobe r 30, 1987 by !

the Confi rma to ry Order Modifying License, has contracted the services of
Nuclear Support Services (NSS) to conduct and direct the phases of decon- i

tamination per the directives of the Order.

The NSS decontamination plan (revised 10-30-87) as approved by the USNRC |
specifically states in paragraph 5.3; "any additional areas or equipment

,

located outside the existing f acilty cgntrolled areas that are contaminated |

will be decontaminated to 220 DPM/100cm or posted and controlled as "RCAs".
The AMS Isotope Committee on January 26, 1988 (Attachment A), pu rsua nt to i.
decontamination program, determined that the sewer should be included in !
our overall program.
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We believe that the intent of the NRC is to have AMS and NSS survey and-

; work in a manner to eliminate the unforseen or difficult-to-access areas.
The execution of the decontamination plan has been timely and very effective.

;

i The area detected for which the violation pe rt ains (manhole, sewer), was
! discovered by NSS on January 20, 1988. Additional data was collected by

A!!S and an action plan was outlined by the M!S Isotope Committee (Attach-
ment A). When the experts from Oak Ridge did their site inspection in 1985 /

! they saupled the sewe rs but there are no records of radiation level measure-[>
,

| uents. As a result all parties concerned assuned that there were no unde-
tected radiation levels in unrestricted areas on MIS property. There is

|
no ready access to the sewer because it has a heavy cast iron cove r and
requires special tools for removal. The radiation areas exist well below
the ground level (-10 feet) as part of the sewerage systen for AMS. To

;

the best of AMS's knowledge, there has been no access to the sewer during
the A!!S ownership of the property. Since A 1S and the previous owners,
Picker Inte rnational , have been discharging Cobalt-60 contaminated waste

;

; water per the regulations 10 CFR 20.303, it was assumed the water was com-
i pletely discharged from the prope rty. In retrospect it can be seen that
j there is a possibility for small aucunts of material to r eraa in on site
j irom the discharges over the last 30 years.

7In conclusion, AMS believes that the NRC approved decontamination plan Q
3

. exed the detection and restriction of the areas of the AMS property which , 'O
,

may exceed the permissible levels of radiation in unrestricted areas 10
,

CFR 20.105 for the purposes of completing the decontamination o rde re d by;

| the NRC. As part of our facility decontamination program we have identified
the sewer as being inclusive. With respect to the above discussions, AMS i

]
; believes that we have acted expeditiously and in conformance with the de-

| contauination plan. Since this problem was not identified earlier by Oak
.

|
Ridge survey, we also f eel that the information that we have developed should

|
be passed on to provide better insight into a possible weakness in the rao n-

: itoring of the waste discharge programs of other licensees.
|

The following are AMS's responses specific to the requirements of 10 CFR
2.201 and the areas / concerns relating to (a) through (d) of your letter
attached to the Notice of Violation dated May 5, 1988,

s

RESPONSES TO 10 CFR 2.201 (a) i

!
1. Corrective Actions and Results Achieved

On January 26, 1988 (Attachment A) at a special meeting of the ,

AMS Isotope Committee, it was agreed t. ha t the following actions fell under

the scope of the de, contamination plan;
The sewer is recognized as a part of the AMS Decon progran and has been ,

addressed. The following plan has been followed:

1. Caution signs posted inside the manhole. COMPLETED

2. Restrict access by locking the manhole cover with a
har. COMPLETED

i

!

k
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4 h e ..3. Develop plan to clean the sewer and propose the yg 'g.. , T'

plan to NSS. This plan is to be completed as d

part of the Decon Plan af ter the basement a rea '7

has been coupleted.

4 Conduct the Decon operation as part of the decon
plan. This work is to be conduct ed in June, 1988
after the bascuent has been completed as per the
original schedule of activities for decont acination

( A t t ac hme nt B).

5. Enter all records of the operation into the records
for the Decon prog, ram. This is documented in Attach-
ment C. ( AMS Summa ry of NRC Inspection 4-13-83, re-
corded 4-15-88).

2. Corrective Steys Ubich '..ill be Taken
AMS and NSS intend to elean the manhole, to the lowest level obtain- f

$P-able, recove ring the contaminated waste per 4.1 cf the decontamination plan.
The manhole will remain posted and maintained as a restricted area. Since
this martole is an integration point between the hygenic sewer lines and
the AMS facility, routine surveys of the area will be instituted. AMS has

y'i proposed to the NRC the isolation of the WHUT Room. When this proposal,
" dated February 8, 1988 is approved and AMS has been able to follow up, we,

will discontinue the disposal of contaminated water per CFR 20.303 from the_.

~ ' UHUT Room. This will reduce future discharge of materials to the sewer,'
system. -

3. Date When Full Compliance Will be Achieved
AMS expects that the decontacination of the manhole will be com-

pleted by mid July, 1988 (Attachment B), which is the scheduled target date
for completion of the facility decontamination. As of May 15, 1988, all
activities are on schedule with the exception of the delayed WHUT Room iso-
lation approval. Following completion of the decontamination p roj ect , final
surveys of all areas decontaminated will be submitted to the NRC.

SPECIFIC RESPONSES TO (a) - (d), NRC LETTER OF MAY 5, 1988

a) Characterize the Contents of the Referenced Area Resulting in
Elevated Radiation Levels
AMS and Picker, during 30 years of operations, have been batch

dischargers of contaminated water waste per allowable controls specified yin 10 CFR 20.303. In retrospect, following the discharge of each water A. g .dump, it is possible a small amount of water on the surface base of the # 4manhole would e va po ra t e. It would be logical to assume that over the years ,g
dry sludge has ac cu mula t ed containing contaminated residue. In retrospect,

i f ''1 #the physical properties of Cobalt-60 or any other metal in suspension, could
be expected to have this characteristic. Because AMS and Picker Internation- **a

purpose "'eal were batch dischargers through a pipe exclusively used for this
,

and leading to the rnnhole, it is assumed that the surge created by a batch # g ,b
discharge may have left an accumulated residue above the normal sewer flow <*
line. Areas between the manhole and the city sewer and below the normal

I
1

i
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sewer effluent flow have been unde r a constant purge and are expected to
deuonstrate very little cont ami nation. AMS and NSS expect that the total
content of contanination in the nanhole will be soall.

!
'

b) Describe the Means for Maintaining Security of the Area Frou
Approach Via the City of Cleveland (Main) Sewerage Systen
The line iron AMS's nanhole to the city sewer line is less than

ten (10) inches in diameter and the re is no city manhole at the teruination
of the sewer line. Access by nan or equipment frou the city sewer is self-,

secured by the size and location constraints. The sewer cover on our prop-
erty is secured with a lock and bar and inside the cover is a warning sign.
There has been no need identified to maintain additional security.

|

I c) Describe any Plans for Clean-Up (Decontamination) of the
Referenced Area
See responses to 10 CFR 2.201 (a) 2. and 3. above. Re f e re nce

NSS Decontanination Plan for A*1S London Road Facility, 10-30-87

d) Describe any Potential for Release of By-Product Material
to the Main Sewerage System
AMS may still discharge contaminated water to the main sewer sys-

ten within the linits set forth by 10 CFR 20.303 and AMS's ISP-12 issued
8-11-87. However, AMS will discontinue use and has proposed isolation of
the WHUT Roo:a. Water from this room was the primary source of the by product

i caterial that is presently in the aanhole. AMS does not intend to dis-
charge from this source after the WHUT Room has been i s o'la t e d . AMS will

,

dismantle all of the equipment previously used to discharge controlled
batches of water from the WHUT Room. Further, all of the incoming lines
to the WHUT Room will be disabled.

During the decontamination process, a snall amount of material from the
; manhole might be carried out by normal effluent flow f ron the hygenic system.
'

Of course this material was previously accounted for as part of our normal
"

discharges. Any of the remaining material that may ultimately be released
to the sewer systen will be quantified and released within the limits set.

forth by 10 CFR 20.303 as a new discharge.

I hope that the above i nf o rma t ion on our decon plan for the sewer has an-
swered your questions in your letter dated May 5, 1988 with respect to special
safety inspection conducted by Mr. Robert E. Burgin on April 13, 1988.
Should you have f urther questions regarding the above material, please call ne
at (216) 466-4671.

Sincerely yours,

<6 &
Theador a - He be r t
Chairnan, Isotope ommittee

TJH/dsj

J

- - - - ,- -, . - - . _ . . - , _ , . _ . . .
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FAX MEGSAGE

ADVANCEO MEDICAL SYSTEMS, INC.
121 North Eagle St.reet., Geneva, OH 44041

Telephone: (216) 466-4671
PAX: (216) 466-0186
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" Advanced MedicalSystems Inc, .

121 North C:*h8treet e Geneva, Ohio 44041
(216)4064671, TWX4332138 ATC UI FAX (216) 466-0186

March 11,1993

VIA CERTIFIED U.S. MAIL

.

Hr. Thomas E. Lenhart i
Assistant General Counsel
Northeast Ohio Regional Sewer District ..

3826 Euclid Avenue
Cleveland, Ohio 44115-2504

RE: Your Letter Dated March 4,1993

Dear Mr. Lenhart:

We are in receipt of your letter dated March 4,1993, wherein you renew your
demand for compensation. As you are aware, you have still failed to provide a
basis for this demand, other than to state that AHS should "[r]est aneured that the
District has conducted a thorough investigation prior to contacting your company".
We do not consider this bold statement to provide any basis for your demand.
especially since your letter of February 22, 1993, alleges that our Geneva facility
was somehow responsible for negligent discharges to the Southerly wastewater
Treatment Plant.

You are, therefore, requested to provide full and accurate details of your
allegation. Specifically:

(1) The datma of your alleged investigation of AMs, the namo(s) of the
investigator (s), and the outcomes therefrom;

(2) The reason (s) why you failed to provide AMS with notice of these
investigations, and/or the outcomco therefrom:

(3) The specific regulationa you claim that AMS violated, and the reason (s)
why AMS was not previously notified of these alleged violations if you
claim any such violatione exist;

(4) The list of other facillt,ies discharging radioactive materials into the
sanitary sewer system that are pumped to the Southerly Wastewater
Treatment Plant, the dates of your investigation into those racilities,
and the outcome of those investigations;-

i
;

I

|

.
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Mr. Thomas E. Lenhart -2- March 11,1993

(5) Whether any contamination was detected at the Easterly Plant, where
as you admit AMS' wastewater is sent, the specific levels of this
contamination, if you allege any to exist, and the reason (s) why AMS
was never notified of any such alleged contamination.

Your prompt response to the above requests for substantiation is requested.

Finally, given +he fact that there is no evidence to aubstantiato your allegation,
and the fact that the Nuclear Regulatory Commission has informed us that your
allegat8on against um in unsubctantiated, we will continue to consider your dem.and
that we financially compensate your District to be without basis in fact e.nd nothing
short of harassment.

Sincerely,

tp
IICERY J/0 EIN

Director of Regulatory Affairs

SJS/cs

>

o

._- -
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Northeast Ohio Regional Sewer District
3826 Euclid Avenue * Cleveland, Ohio 44115 2504 216 * 881 6600 FAX: 216 * 881 * 9709

March 4, 1993 RECEIVED MAR - 51933

Ms. Sherry J. Stein
Director of Regulato:y Affairs
Advanced Medical Systems, Inc.

*

121 North Eagle Street
Geneva, Ohio 44014

Re: Southerly Vastea ter Treatment Plant
Cuyahoga Heights. Ohio

Dear Ms. Stein:

We are in receipt of your letter of February 23, 1993, and wish to
respond to clear up any misunderstanding you may have. The District
believes that the radioactive materials were discharged from your
facility at 1020 London Road, Cleveland, Ohio. Although the London Rcad
facility discharges to the Easterly Wastewater Treatment Plant, the
solids from Easterly at: pumped to the Southerly Wastewater Treatment ,

Picnt for further processing including incineration.

Rest assured that the District has conducted a thorough
investigation prior to ccntacting your company. The District's prict
letter to your company ws intended to notify you of our claim and demand
for compensation. The District intends to proceed in:msdiately to
litigation should Advanced Medical not respond in a favorable manner
towards resolution of the natter.

The District recommends a copy of this letter also be fonarded to
your insurance carrier (s), and your company seriously reconsider the
District's demands. The District is cpen to an amicable resolution of
this matter should Advanced M3 dical care to rationally discuss it.

Very truly yours, |

C
Thomas E. Lenhart !

Assistant General Counsel ;

TEL/ydm ]
cc: E. J. Odeal

W. E. Schatz
S. J. Fagnilli
R. J. Connelly

.hc misolon of the Northeast Ohio neglonalCowero'strictis to enhance pubsta health and nettare tbrou;;rh the urticlent, ccst-
ettoctive conveyance andtreatment 0Iwastewater. Tnis is accomplichedby an organization dedtated to professionalistn,
talmess and censistency that sntic}patos and rescends to the chsnging envircnmentaltoeds al the ccmmuruty.

-

I

_ ____ - - _ _ _ - - _ - _ _ - _ - _ .
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'

121 North Esglo Street . Geneva, Ohio 44041
(218)466 4671 . TWX 4032135 ATC 01 FAX (216) 4E6 0188

.

February 23, 1993

VIA CERTIFIED U.S. MAIL

Mr. Thomas E. Lenhart
Assistant General Counsel
Northeast Ohio Regional Sewer District
3826 Euclid Avenue
Cleveland, Ohio 44115-2504

,

RE: Advanced Medical Systems, Inc.
121 North Eagit Street
Geneva, Ohio 44041

Dear Mr. Lenhart:

In reaponse to your letter alleging, without basis in fact, that our facility-
negatively discharged radioactive materialinto the sanitary sewer system tributary
to the Southerly Wastewater Treatment Plant. Please be advised that this facility '

does n21 Possess radioactive material. Further, we are two counties away, !
~

discharging to the Geneva Wastewater Treatment Plant located a 141 North Avenue, t

Geneva Ohio. You may verify this by contseting them at 466-4228.

Further, you are well aware of the fact that our Cleveland facility, not mentioned
in your letter, discharges to the Easterly Wastewater Treatment Plant, located at
14021 Lake Shore Boulevard, not to the Southerly Wastewater Treatment Plant in
Cuyahoga Heights. This may be verified by your own organization.

Since you have failed to provide any ferm of evidence to substantiate your
allegation, we find your demand that we financially compensate your District for
any costs to be nothing short of harassment. You are, therefore, formerly
requested to cease and desist your demands for compensation immediately.

Cordially,
.

f ,

RRYJ.Sft,N-

Director of Regulatory Affairs

SJS/cs
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. Northeast Ohio Regional Sewer District
826 Euclid Avenue a C'eveland, Ohio'44115-2504 216 B81 6600 FAX: 216 * 881 9709

RECEIVEDFEB 2 3 8g3
.

VIA CERTIFIED MAIL PENRN RECEIPT
_ REQUESTED AND ORDINARY U.S. RAIL

February 22, 1993

Dr. Seymour S. Stein
President
Advanced Medical Systems
121 North Eagle Street
Geneva, Ohio 44041

Re: Southerly h'astewater Treatment Plant
Cuyahoga Heights, Ohio

Dear Dr. Stein:

As you undoubtedly know, the Northeast Ohio Regional Sewer
District has investigated Cobalt-60 contanination at the District's
Southerly Wastewater Treatment Plant. The District believes that
Advanced Medical Systems negligently discharged radioactive materials
into tne sanitary sewer systen tributary to the Southerly Plant causing
the District substantial damage. The District believes that your
company is strictly liable for such damage.

As a result of the contamination, the District has and will
continae to incur substantial costs for remediation of the Southerly
site. The District hereby demands that your company participate
financially to compensate the District for the costs it has and will
continue to incur.

Unless an acceptable response and settlement is received from
Ar'.vance Medical Systems within twenty-one (21) days of the date of this
letter, the District will pursue all remedies available to it,
including litigation. Further:nore, if you carry or carried insurance
for this type of Joss, please forward a copy of this letter to your
carrier (s) immediately, and have their representatives contact the
undersigned immediately.

The mission of the Northeast Ohio Regional Sewer District is to enhance publ:c health and welfare through the efficient, ccst-
oftec!!Ve conveyance and treatment ci wastewater. This is accompIlshed by an organization dedicatsd to professionalism,
Th; mess and consistency that anticipatas and responds to the changing envitonmentalneeds of the community.

--_ _ ___________-_ -
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Dr. Seymour S. Stein' ' *

Adenced Medical Systems
February 22, 1993
Page Tao.

.

Please contact the undersigned with your company's response.

Very truly yours,

O
Thomas E. Lenhart
Assistant General Counsel

TEL/td

cc: E. J. Odeal
W. B. Schatz
S. J. Fagnilli
R. Con elly

,

.
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Northeastern Ohio Regional Sewer District
ATTN: Mt. Richard N. Connelly, Manager

Water Quality and Industrial
Surveillance

4747 East 49th Street
Cuyahoga Heights, 011 44125-1011

Dear Mr. Connelly:

We have received your letter dated February 8,1993, requesting that a joint
inspection be conducted at Advanced Medical Systems (AMS) consisting of
members of the Nuclear Regulatory Commission (NRC) and investigators from your
staff. The basis for your request was that you believe our inspection staff
could provide meaningful insights regarding AMS discharge operations and also ,

provide information on safety hazards which may be present at the facility.
For the reasons set forth below, we would welcome an accompaniment by members
of your staff during a future NRC inspection, but do not believe a joint
inspection is warranted.

BACKGROUND

The NRC has inspected the AMS facility on numerous occasions since the 1960's
when the facility was operating under the license issued to the Picker
Corporation. In November of 1979, the Picker facility was sold to AMS and AMS
acquired the NRC license. Until 1987, Picker and AMS manufactured numerous
multi-curie cobalt 60 sources for use in :nedical teletherapy units. Since. '

1987, AMS limited its source production to only a few sources. In May of
1991, the AMS license was amended to preclude any source manufacturing for
distribution. At that time AMS activities were limited to possession and
service operations only. Over the past few years AMS has been upgrading its
facilities, conducting inventories and training staff.

When AMS and Picker were actively manufacturing cobalt-60 sources and
discharging to the sanitary sewer system, the NRC routinely assessed
operations to determine whether the facility was in compliance with effluent
release limits set forth in 10 CFR Part 20. Inspection results, which you
have reviewed, concluded that the licensee's releases met regulatory
requirements.

'

DISCUSSION

During the years when Picker and AMS were conducting source manufacturing.
operations,. routir.e NRC: inspections were conducted by qualified staff. These
inspections included reviews of discharge operations including the licensee's
program for monitoring materials released to the sanitary sewerage system as
well as reviews of equipment, discussions with employees, observations of
operations and reviews of records.

|p o\ aory
-
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In addition to the routine inspections,-from December 4, 1986 through
February 18, 1987, in response to an allegation that materials had been
released to the sanitary sewerage system in excess of the limits in 10 CFR
Part 20, a special inspection was conducted. Based on a review of the
documents available and discussions with staff who were involved with the-

operations, a determination was made by the-NRC that the releases to the
sanitary sewerage system for the period May 15, 1980 through February 11, 1987
were within the regulatory limits. In 1988, NRC Region III performed a
special inspection of, and reviewed licensee reports of, changes in the ;

systems to eliminate routine discharges through the floor drain and the hot
;

cell. In addition, NRC reviewed the plans for a new holding tank for shower |
and sink drainage from the " clean" side of the operation. This tank must be I

sampled prior to release of its contents but any contamination found would be
expected to be below NRC release limits. Any releases would be reviewed as
part of our ongoing inspection program.

Recent NRC inspections at AMS have focused on facility improvements,
inventories of radioactive materials, remediation activities, and training of
staff. The lack of inspections of discharge operations is primarily because
AMS has not been manufacturing any sources for distribution and that drains
from the hot cell and basement have been capped to prevent any discharges from
those areas. Those areas contain the majority of contamination. Furthermore,
AMS has held any liquids resulting from remediation activities for ultimate
disposition and therefore, there have been no releases to the sanitary stream
from the remediation operations.

Based on our past inspections as described above, and because of the unlikely I

discovery of records or personal recollections that would provide more I
complete or new information, we do not plan to perform further reviews of 'j
past AMS discharge operations. If you wish to pursue this area, we recommend J

that you independently contact AMS to arrange for an inspection by your staff. i

AMS health physics staff will guide you and provide you with radiation
monitoring devices if any radiologically controlled areas are entered within
the AMS facility. This should alleviate your concern for safety of your
investigators. !

!

However, we do wish to cooperate with you to the extent possible. We will |furnish you with the results of any future inspections. Your' staff is welcome |
to accompany our inspectors during future inspections at AMS. These !
inspections may include assessments of any releases of radioactive materials, J

for example, from remediation activities. If such an accompaniment were
desired, you would be requested to independently contact AMS and obtain the
company's approval for access to their facility. You would be requested to 1

follow specific guidance required of other governmental agencies who 'l
periodically accompany the NRC on inspection activities. Such guidance is
attached for your information.

!

I

l
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'

If you have any questions regarding our past inspections or wish to make
arrangements for an accompaniment, please contact me or Roy Caniano of my
staff at 708-790-5500.

Sincerely,

44at_Ry 8 23M
Charles E. Norelius, Director I

Division of Radiation Safety
and Safeguards

Attachment: As stated

cc w/ attachment:
AMS License File

34-19089-01
DCD/DCB (RIDS)

>

S. Stein
Ohio Dept of liealth .

:
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OBSERVATION OF NRC INSPECTIONS

BRC Protocol

NRC will process requests which are communicated in writing to the.

Regional Administrator through the State Liaison Officer. Requests i

should identify the type of inspection activity and facility.

Limits on scope and duration of the observation period may be imposed.

if, in the view of the Regional Administrator, they compromise the
efficiency or effectiveness of the inspection.

Region will make it clear that only NRC has regulatory authority for-

inspection findings and enforcement actions regarding radiological
health and safety.

Observer Protocol

Observer will make advance arrangements with the licensee for required.

site access training prior to the actual inspection.

Normally, only one individual will be allowed to observe the NRC- -

inspection. ,

The observer's communication with the licensee will only be through an.

f.RC inspector.

When informed of an unannounced inspection, observer must not release.

any information including its time and purpose.

The observer will remain with NRC escorts throughout the inspection..
,

,

The observer will not be provided with proprietary information..

Observers will not remove any material from the site without NRC or
licensee approval.

The observer, in accompanying the NRC inspectors, does so at his or her.

own risk. NRC will not be responsible for injuries or exposures to
harmful substances which may occur to the accompanying individual during
the inspection and will assume no liability for any incidents associated
with the accompaniment. Individuals accompanying NRC inspectors agree
to waive all claims of liability against the Commission.

The observer will be expected to adhere to the same conduct'as NRC.*

inspectors during an inspection accompaniment.

Observer communications regarding these inspections should not be-

released to the public or the licensee before they are made known to the
NRC and the inspection report is issued.

Signature of Observer Date

. ___ ______ _ ___ _ _ _


