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Centlenen:

[his letter is in response to the Notice of Violation issued by your office

on May 5, 1988. AMS does not deny that in accordance with Regulation 10
CFR 20,105 the unrestricted area (AMS owned sewer system manhole) 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 therefore correc-
tive action was taken. Your inspector's findings reconfirmed our actions.

3 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 October 30, 1987 by
the Confirmatory Order Modifying License, has contracted the services of
Nuclear Support Services (NSS) to conduct and direct the phases of decon~
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 facilty cgntrolled areas that are contaminated
will be decontaminated to 220 DPM/100¢m” or posted and controlled as "RCAs".
The AMS TIsotope Committee on January 26, 1988 (Attachment A), pursuant to
decontamination program, determined that the sewer should be included in
our overall program.
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We believe that the intent of the NEC is to have AMS and NS5 survey and
work in & manner to eliminate the unforseen or difficult-to-access areas.
The execution of the decontamination plan has been timely and very effective.
The area detected for which the vioclation pertains (manhole, sewer), was

discovered by NSS on January 20, 1988. Additional data was collected by
AMS and an action plan was outlined by the AMS Isotope Comnittee (Attach- '

ment A). When the experts from Oak Ridge did their site inspection in 1985 [/
they saupled the sewers but there are no records of radiation level measure-j/

there is a possibility for small ancunts of material to remain on site
from the discharges over the last 30 years,

In conclusion, AMS believes that the NRC approved decontamination plan q2!9\57
ered the detection and restriction of the areas of the AMS property which |
may exceed the permissible levels of radiation in unrestricted areas 10
CFR 20.105 for the purposes of completing the decontamination ordered 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-
I
|

IHETLS . As a result all parties concerned assumed that there were no unde-
J tected radiation levels in unrestricted areas on AMS property. There is
[ no ready access to the sewer because it has a heavy cast iron cover and
: requires special tools for removal. The radiation areas exist well below
’ the ground level (=10 feet) as part of the sewerage system for AMS. To

the best of AMS's knowledge, there has been no access to the sewer during
I the AMS ownership of the property. Since AMS and the previous OWNRers,
| Picker International, have 'been discharging Cobalt-69 contaminated waste
, water per the regulations 10 CFR 20.303, it was assumed the water was com~
I pletely discharged from the property. in retrospect it can be seen that
T
|
3

contauination plan. Since this problem was not identified earlier by Oak
Ridge survey, we also feel that the information that we have developed should
be passed on to provide better insight into a possible weakness in the mon-
itoring of the waste discharge programs of other licensees.

The following are AMS's responses specific to the requiremeats of 10 CFR
2,201 and the areas/concerns relating to (a) through (d) of your letter
attached to the Notice of Viclation dated May 5, 1988.

RESPONSES TO 10 CFR 2.201 (a)

O Corrective Actions and Results Achieved .

On January 26, 1982 (Attachment A) at a special meeting of the .

AMS Isotope Committee, it was agreed that the following actions fell under :

the scope of the decontamination plan; ]

The sewer is recognized as a part of the AMS Decon program and has been E
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
bar. COMPYLETEDR
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AV anced—' ncex Médical Systems, Inc.

121 North Eagle Street « Geneva, Ohio 44041
(216) 4604871 TWXA332-18BATC Ul FAX (298) 468-0188

March 11, 1883

VIA CERTIFIED U.8. MAIL

Mr. Thomas E. Lenhart

Assiatont General Counsel

Northeast Ohio Regional Sewer District
3628 Duclid Avenue

Cleveland, Ohio 44115-2504

RE: Your Letter Dated March 4, 1863
Dear Mr. Lenhart:

W2 are in receipt of your letter dated March 4. 1993, whereln 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 AMS should "[r]est assured that the
District has conducted a thorcugh 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, 1953, alleges that our Geneva facility
was aomehow responsgible for negligent discharges to the Southerly Wastewater
Treatment Plant.

You are, therefore, requested to provide full and accurate detalls of your
allegation. Bpecifically:

(1) The dates of your alieged investigstion of AMS, the namels) of the
investigator(s), and the outcomes therefrom;

(2} The reason(s) why you failed ta provide AMS with notice of these
investigations, and/or the cutcomee therefrom;

(2) The specific regulations you claim that AMS viclated, and the reason(s)
why AMS was not previously notified of these alleged viclatiors if you
clainn any such violations exist;

(4)  The Uat of other facililics discharging redicactive aaterials into the
sanitary sewer system that are pumped to the Southerly Wastewater
Treatmenl Plant, the dates of your investigstion into those facilities,
and the outcome of those investigations;



Mr. Thomas E. Lenhart “@= March 11, 1993

(6) Whether any contamiration was detected at the Easteriy Plant, where
as you admit, AMS' waatewater i aent, tha apecific levels of this
contamination, iIf you allege any to exist, and the reason(s) why AMS
was never notified of any such alleged contamination.

Your prompt respense ta the above requests for substantiation is requested.

Finally, given *he fact that there (& no evidence to subatantiste your allegation,
and the fact that the Nuclear Regulatory Commission has informed us that your
allegation against ue is unszubetantiated, we will continue to coneider your demand

that we financially compensate your District to be without basis in fact end nothing
short of harasement.

Sinoerely,

ey J-

Director of Reguiatory Affairs

8J8/cs



J Northeast Ohio Regional Sewer District

3626 Euclid Avenue * Cleveland, Ohic 44115-2504 216 » 881 » 6600 FAX: 216+ 881+ 9709

March 4, 1993 RECEIVED MAR - 5 1933

Ms, Sherry J. Stein

Director of Regulatory Affairs
Advanced Medical Systems, Inc.
121 North Bagle Streset
Geneva, Ohic 44014

Re:  Southerly Wastewatsr Trestment Plant
Cuyahoga Heights, Ohlo

Dear Mg, Stein:

We are In receipt of your lotter of Fsbruary 23, 1993, and wish to
respond to clear up any nisunderstanding you may have, The District
believes that the radiocsctive materials were discharged from your
fecility at 1020 London Rosd, Claveland, Ohio. Although the London Reoud
facility discharges to the Zasterly Wastewater Treatment Plant, the
s011ds from Easterly arz pumped t¢ the Southerly Wastewater Treatient
Plent for further processing lucluding incineration,

Rest asswred tlst the District has conducted a thorough
investigation prior to contacting your company, The District's pricr
letter to your company was intended to notify you of our claim and demand
for compensation, The District intends to proceed immediately to
litigation should Advanced Medical not respond in & favorable mannar
towards resolution of the matter,

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

Verv truly yours,

//1 - /: I/r- /
J ke & . Sberd
Thomas E. Lenhart

Assistant Genaral Counsel

TEL/ydn

¢ E. J. Odeal
W. B. Schatz
S. J, Fagnilli
R, J, Connelly

he misaion of the Fiotheast Ohio Regional Sewa:- Distictis 1o enhance pubic heaiih and wellare [tirough the eficient, cost-
effactive conveyance and treatment of wastewater. 1nis is accomplished by an organization dedicated to professionalsm,
fairness and congigtency that snticlpates and reeponds to the changing anvirenmental resds of the commurity.




- Advanced Medical Systems, Inc.

121 North Esgie Street « Ceneve, Ohic 44041
(£16) 4684871  TWX 4232-128 ATC Ui FAX(218) 466-0186

February 23, 1993

VIA CERTIFIED U.8. MAIL

Mr. Thomas E. Lenhart

Assistant General Counse)

Northeast Ohio Regional Sewer District
3826 Euclid Avenue

Cleveland, Ohio 44115-2504

RE: Advanced Medical! Systems, Inc.
121 North Eagle Street
Geneva, Ohic 44041

Dear Mr, Lenhart:

In reaponse to your letter alleging, without basis in fact, that our facility
negatively discharged radicactive material into the sanitary sewer system tributary
to the Southerly Wastewater Treatment Plant, Please be advised that this facility
does noL possess radicactive material. Further, we are two counties away,
discharging to the Geneva Wastewater Treatment Plant located i 141 North Avenue,
Geneva, Ohio. You may verify this by con’acting 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 Westewater Treatment Plant, loceted 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 fcrm of evidence to substantiate your
allegstion, we find your demand that we financially compensate your District for

any coste to be nothing snort of haressment. You sre, therefore, formerly
requested to cease and desist your demands for compensation ‘mmediately.

Cordially,

gﬁﬁ% -

Director of Regulatory Affairs
§JS/ce



Northeast Ohio Regional Sewer District

826 Euciid Avenue + Cleveland, Ohlo 44115-2504 216+ 881 « 6600 FAX: 216« 881+ 8708

RECEIVEDFEB 2 3 1993

VIA CERTIFIED MAIL RETURN RECEIPT
REQUESTED AND ORPINARY U,S, MAIL

February 22, 1593

Dr. Seymour S, Stein
President

Advancad Medical Systems
121 North Eugle Street
Geneva, Ohio 44041

Re: Scutherly Wastewater Treatment Plant
Cuyahoga Heights, Ohio

Dear Dr, Stein:

As vou undoubtedly know, the Northeast Ohio Regional Sewer
District has investigated Cobalt-60 contamination at the District's
Southerly Wastewater Treatment Plant., The District believes that
Advanced Medical Systems negligently discharged radloactive materials
into the sanitary sewer system 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
continue to incur substantlal costs for remediation of the Southerly
site, The District hereby demands that your company participate
financislly to compensate the District for the costs 1t has and will
continue to {ncur.

Unless an acceptable response and settlement is received from
Advance Mecical Systems within twenty-one {(21) deys of the date of this
letter, the District will pursue all remedies avalleble to it,
including litigation, Furthermore, if you carry or carried insurance
for this type of loss, please forward a copy of this letter to your
carrier(s) immediately, snd have their representatives contact the
undersigned immediately.

The mission of the Northeast Ohio Regional Sewer Disiric! is to enhance public health and weifare through the efficient, cos!-
gftective conveyance and treatment of wastewater. Thig is accompliehed by an organization decicated 1o professionalism,
‘arress and consistency that anticipatss and responds fo the changing envircnmentei needs of the communily.




Dr. Seymour S. Stein
Advanced Medical Systems
February 22, 1995

Page Two

Please contact the undsrsigned with your company's response.

Very truly yours,

Assistant Gemersl Counsel

TEL/td

ce: E. J. Odeal
W, B, Schatz
§, J. Fagnilli

R, Connelly
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Northeastern Ohio Regional Sewer District
ATTN: Mr. Richard N. Connelly, Manager
Water Quality and Industrial
Surveillance
4747 East 49th Street
Cuyahoga Heights, OH 44125-101]

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
Corperation. 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 medical teletherapy units. Since
1687, 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, routire 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.

L |
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Sewer District

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 111 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
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 radicactive 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 remediatien activities for ultimate
disposition and therefore, there have been no reieases to the sanitary stream
from the remediation operations.

Based on our past inspections as described above, and because of the unlikely
discovery of records or personal recollections that would provide more
complete or new information, we do not plan to perform further reviews of

past AMS discharge operations. If you wish to pursue this area, we recommend
that you independently contact AMS to arrange for an inspection by your staff.
AMS health physics staff will qguide 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,

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

follow specific guidance required of other governmental agencies who

periodically accompany the NRC on inspection activities. Such guidance is

attached for your information,
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Northeastern Ohio Regional
Sewer District

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,
] - > 3,
'(")A otk e ‘é /?L lzjmb

Charles E. Norelius, Director
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 Health



OBSERVATION OF NRC INSPECTIONS

NRC Protocol

NRC will process requests which are communi-ated in writing to the
Regional Administrator through the State Liaison Officer. Requests
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
IRC inspector.

#hen 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




