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Advanced Medical Systems, Inc.
ATTN: Robert Meschter

t
.

. Radiation Safety Officer
; 1020 London Road .

'

Cleveland, OH 44110 I
;

; Dear Mr.'Meschter: i
<

3

! Enclosed is Amendment No. 39 to your NRC Material License No. 34-19089-01 in
j accordance with your request.
i

Please review the enclosed document carefully and be sure that you understand,

' all conditions. If there are any errors or questions, please' notify the U.S. ,

Nuclear Regulatory Commission, Region III office so 1. hat we can provide
;

.

appropriate corrections and answers.;

As requested in your July 21, 1995 letter, we have modified Subitems D., E., '

, and F. of License Condition No. 19 to delete the milestone dates. In order to
relieve you of filing a request for an amendment each time you approach a

(; milestone date, we have added License Condition No. 19.H. This condition ''

requires that you notify us in writing each time a milestone date is extended.
The written notification must include the revised milestone date and |
justification for the change. These notifications will not require an |amendment to your license. In addition, we also request that you notify us I

via telephone once per week regarding the status of projects described in
Subitems D., E. and F. of Condition Number 19.

Note that License Condition No. 22.I. has been amended to tie down your
letters to us dated July 19, 20 and 21 of 1995. In the July 20 letter you
make reference to replacing an attached diagram with a diagram that was
attached to a July 29, 1995 letter. We believe your intent was to make
reference to an attached diagram to your July 19, 1995 letter. Please
resubmit the July 20 letter with the correct referenced letter of July 19, or
contact us to clarify our misunderstanding. -

Please be advised that your license expires at the end of the day, in the
month, and year stated in the license. Unless your license has been -

terminated, you must conduct your program involving byproduct materials in
accordance with the conditions of your NRC_ license, representations made in 1

your license application, and NRC regulations. In.particular, note that you
must:

,

,

1. Operate in accordance with NRC regulations 10 CFR Part 19, " Notices,
Instructions and Reports to Workers; Inspections," 10 CFR Part 20,
" Standards for Protection Against Radiation," and other app 1;icable

{ regulations. '

;
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Advanced Medical Systems, Inc. -2-
'

2. Notify NRC, in writing, within 30 days:
4

a. When Radiaticn Safety Officer permanently discontinues performance
of duties under the license or has a name change; or

.

b. When the licensee's mailing address changes (no fee is required if
,

the location of byproduct material remains the same). |

3. In accordance with 10 CFR 30.36(b) and/or license condition, notify NRC,
promptly, in writing, and request termination or the license when you
decide to terminate all activities involving materials authorized under
the license.

4. Request and obtain a license amendment before you:

a. Change Radiation Safety Officers;
'

b. Order byproduct material in excess of the amount, or radionuclide,
ior form different than authorized on the license;

c. Add or change the areas of use or address or addresses of use

(,
identified in the license application or on the license; or

|

d. Change ownership of your organization. |

5. Submit a complete renewal application with proper fee or termination
request at least 30 days before the expiration date of your license.
You will receive a reminder notice approximately 90 days before the
expiration date. Possession of byproduct material after your license
expires is a violation of NRC regulations. A license will not normally
be renewed, except on a case-by-case basis, in instances where licensed
material has never been possessed or used.

In addition, please note that NRC Form 313 requires the applicant, by his/her
signature, to verify that the applicant understands that all statements
contained in the application are true and correct to the best of the
applicant's knowledge. The signatory for the application should be the
licensee or certifying official rather than a consultant. '

You will be periodically inspected by NRC. Failure to conduct your program in -

accordance with NRC regulations, license conditions, and representations made
in your license application and supplemental correspondence with NRC will
result in enforcement action against you. This could include issuance of a
notice of violation, or imposition of a civil penalty, or an order suspending,
modifying or revoking your license as specified in the General Policy and
Procedures for NRC Enforcement Actions, 10 CFR Part 2, Appendix C. Since
serious consequences to employees and the public can result from failure to

.
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comply with NRC requirements, prompt and vigorous enforcement action will be
taken when dealing with licensees who do not achieve the necessary meticulous ,

' attention to detail and the high standard of compliance which NRC expects of|

its licensees.
,

'

Sincerely,

CO b e ,(
Kevin Null
Nuclear Materials Licensing Section

i

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

Enclosure: Amendment No. 39
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Advanced Medical Systems, Inc.
ATTN: Robert Meschter

'Radiation Safety Officer
1020 London Road

*

Cleveland, OH 44110
!

Dear Mr. Meschter:

Enclosed .is Amendment No. 39 to your NRC Material License No. 34-19089-01 in
accordance with your request.

|
Please review the enclosed document carefully and be sure that you understand
all conditions. If there are any errors or questions, please notify the U.S. '

Nuclear Regulatory Commission, Region III office so that we can provide '

appropriate corrections and answers.

As requested in your July 21, 1995 letter, we have modified Subitems D., E. I
and F. of License Condition No. 19 to delete the milestone dates. In order to ;

relieve you of filing a request for an amendment each time you approach a I

( milestone date, we have added License Condition No. 19.H. This condition )requires that you notify us in writing each time a milestone date is extended.
The written notification must include the revised milestone date and
justification for the change. These notifications will not require an
amendment to your license. In addition, we also request that you notify us
via telephone once per week regarding the status of projects described in
Subitems D., E. and F. of Condition Number 19. /

L
Note that License Condition No. 22.I. has been amended to tie down your '

letters to us dated July 19, 20 and 21 of 1995. In the July 20 letter you
make reference to replacing an attached diagram with a diagram that was
attached to a July 29, 1995 letter. We believe your intent was to make

- reference to an attached diagram to your July 19, 1995 letter. Please
resubmit the July 20 letter with the correct referenced letter of July 19, or
contact us to clarify our misunderstanding. -

Please be advised that your. license expires at the end of the day, in the
month, and year stated in.the license. Unless your license has been -

terminated, you must conduct your program involving byproduct materials in
accordance with the conditions of your NRC license, representations made in
your license application, and NRC regulations. In particular, note that you
must:

1

1. Operate in accordance with NRC regulations 10 CFR Part 19, " Notices,.

Instructions and Reports to Workers; Inspections," 10 CER Part 20,3 :

" Standards for Protection Against Radiation," and other applicable ;
(. regulations.'

.
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2. Notify NRC, in writing, within 30 days:
!

When Radiation Safety Officer permanently discontinues performance )
a.

of duties under the license or has a name change; or i.

b. When the licensee's mailing address changes (no fee is required if
the location of byproduct material remains the same).

3. In accordance with 10 CFR 30.36(b) and/or license condition, notify NRC,
promptly, in writing, and' request termination of the license when you
decide to terminate all activities involving materials authorized under
the license.

4. Request and obtain a license amendment before you:

a. Change Radiation Safety L 71cers;
'

b. Order byproduct material in excess of the amount, or radionuclide,
or form different than authorized on the license;

Add or change the areas of use or address or addresses of usec.
identified in the license application or on the license; or

[
,

d. Change ownership of your organization. !
5. Submit a complete renewal application with proper fee or termination

request at least 30 days before the expiration date of your license.
You will receive a reminder notice approximately 90 days before the
expiration date. Possession of byproduct material after your license
expires is a violation of NRC regulations. A license will not normally
be renewed, except on a case-by-case basis, in instances where licensed
material has never been possessed or used.

In addition, please note that NRC Form 313 requires the applicant, by his/her
signature, to verify that the applicant understands that all statements
contained in the application are true ar.d correct to the best of the
applicant's knowledge. The signatory for the application should be the -

licensee or certifying official rather than a consultant.

You will be periodically inspected by NRC. Failure to conduct your program in -

accordance with NRC regulations, license conditions, and representations made
in your license application and supplemental correspondence with NRC will
result in enforcement action against you. This could include issuance of a
notice of violation, or imposition of a civil penalty, or an order suspending,
modifying 'or revoking your license as specified in the General Policy and
Procedures for NRC Enforcement Actions, 10 CFR Part 2, Appendix C. Since
serious consequences to employees and the public can result from failure to

(
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i
comply with NRC requirements, prompt and vigorous enforcement action will be jtaken when dealing with licensees who do not achieve the necessary meticulous
attention to detail and the high standard of compliance which NRC expects of

!

its licensees.
.

Sincerely,
1

Original Signed By
Kevin Nulli

! '

Nuclear Materials Licensing Section

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

Enclosure: Amendment No. 39
i
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| MATERIALS LICENSE Amendment No. 39 f
[ sant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code of

g ar:I Regulations, Chapter I, Parts 30,31,32,33,34,35,36,39,40, and 70, and in reliance on statements and representations heretofore made
g by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct, source, and special nuclear

g|
i

O material designated below; to use such material for the purpose (s) and at the place (s) designated below; to deliver or transfer such material to
2 persons authorized to receive it in accordance with the regulations of the applicable Part(s). '!his license shall be deemed to contain the conditions |~
7 specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all applicable rules, regulations, and orders of the E

|j3 Nuclear Regulatory Commission now or hereafter in effect and to any conditions specified below. E
3

Ej
s

*

E!
3 Licensee In accordance with letter dated E|
M July 21, 1995 El3 1, Advanced Medical Systems, Inc.

3. License Number 34-19089-01 is amended in E|3 its entirety to read as follows: E'
s

E
1020 London Road E3 2'

[i
ii, Cleveland, OH 44110 4. Expiration Date December 31, 1994 Ej

E i

5. i or,3 030-16055/040-08764/030-17154 Ege nc o,
di

Eg 6. Byproduct, Source, and/or 7. Chemical and/or Physical 8. Maximum Amount that Licensee g!
g Special Nuclear Material Form May Possess at Any One Time gj'

UnderThis License

| h
A. Cobalt-60 A. Solid Metal A. 150,000 curies

9!
E|,

B. Cobalt-60 B. Sealed sources B. 135,000 curies El
(teletherapy / (no single source El3 radiography sealed to exceed 13,700 E

@ sources which have curies) E
: been evaluated and E|3 approved for E|
3( commereial Ej
B distribution by the E|3 NRC or an Agreement Ej
3 State) E|
| C. Cesium-137 C. Sealed sources C. 40,000 curies (no h; (teletherapy /. single source to g|
$ radiography sealed exceed 2,200 g|

sources which have curies) g|
been evaluated and gjapproved for

g|: commercial

h|| distribution by the'

-

; NRC or an Agreement
State) g||g

; D. Depleted Uranium D. Nickel Plated D. 4,040 kilograms k( Ei
i

~j E. Cobalt-60 E. Sealed Sources E. 15,000 curies g!
E|#
E

-

I

E|!! E
d $'

~iy -

Wi
-s
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MATERIA 8 S LICENSE 34-19089-01 i .

* * * * " "
SUPPLEMEfFARY SHEET

030-16055/040-08764/030-17154 I
,

|. Amendment No. 39
.
I
I
>
I
I.

6. Byproduct, source, 7. Chemical and/or 8. Maximum amount |and/or special nuclear physical form that licensee may bmaterial possess at any one y

time under this e
license

|F. Cobalt-60 F.* 'pSealed -Sources : F. 15 millicuries I
(iny sealed ~ source

{V approved by the NRC'
or an Agreement ,,

x
y

State)

9. Authorized Use: -
4 5

-

., p-

For storage only incident to 'aste disposal or transfer to an authorized recipient. 8A. w

This license does not authorize'the manufacture 6ffsealed sources. |~ ^ * '
n.

For installation, maintenance of, dismantling and: servicing of Picker Corporation N

'

and Advanced Medical Systems, Inc. teletherapy' units and Picker Model 6145 N

radiography units possessed by' licensees' authorized to possess the radioactive 8

material pursuant to a specific license; issued by the Comission or an Agreement |State. For installation and removal ofNealed sources into Picker Corporation, y
Advanced Medical Systems, IncSand Keleket Barnes teletherapy units of licensees n'

authorized to possess the radioactive material p,ufsuant to a specific license issued I
by the Comission or an Agreement State. 'For tMning Hospital or Clinic personnel I
for in-house service operations on teletherapy equipment, on unit model per course, |in accordance with letter dated August 15, 1988 and September 29, 1988. [

C. For installation, maintenance, $1smantlin ands'eivicingofPickerCorporationand h
AdvancedMedicalSystemsradiography'and elstherapy units of licensees authorized a
to possess the radioactive material pursuant to a specific license issued by the i
Comission or an Agreement State.

D. Shielding material in Picker Corporation and Advanced Medical System, Inc., I
radiography and teletherapy devices. j,

E. For storage only, those non-NRC approved sources in the possession of the licensee |
:

prior to the issuance of this amendment.
g.

'

N
F. For use in devices (including Tech OP Model 571 Calibrator described in application N

dated November 12,1984) approved by the Nuclear Regulatory Comission or an
|Agreement State to calibrate radiation survey instruments.>

,
'

I
r N
4 h-

$

1 |
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-

.i CONDITIONS
-

Ii 10. Licensed material in Items 6.A., 6.E. and 6.F. shall be used only at the licensee'sI facility at 1020 London Road, Cleveland, Ohio. Licensed material in Items 6.B. and| 6.C. shall be used only at 1020 London Road, Cleveland, Ohio and at facilities of
|customers who possess a specific license from the NRC authorizing possession of the|

licensed material. Licensed material- inNItem 6.D. shall be used only at thei

licensee's facilities at 10201.ondori Road, Cleveland, Ohio or 121 North Eagle
Street, Geneva, Ohio, and atsfacilities of customers who possess a specific license
from the NRC authorizing possession of the licensed material.

TheRadiationPro$ectionOfficerforserviceoperationsdescribedin11. A.
4 Subitems 9.B. and 9.C. and routine health physics, activities is
R Robert Meschter.
n .

| The licensee shall not per_ form service operations described in Subitems 9.B. |
li

| and 9.C. until Robert Meschter has completed the required training. [
9B. Licensed material shall be used by, or under the supervision of and in the a

physical presence of users listed in the table below. The users are only S
s

| authorized to perform the indicated services on the teletherapy or Wj radiography units specified in the table below:

-

R
AMS/ PICKER TELETHERAPY / RADIOGRAPHY UNITS N0DELS E

A il
f| CS C C C, C C

g 600 1000 2000 3000 5000 10.000- C4 C8 C9 Cl2 Cycloos
i USER 's *
4 Curtis E

Ej Perry 3 1.2 1.2 1.2 1.2 1.2 1.2
|

Haddock 5 5 5 5 5 5 5 5 5 5 5 |t
' p

.

p.

4 F

AMS/ PICKER TELETHERAPY / RADIOGRAPHY UNITS MODELS i

y v v v C C
4 1000 2000 3000 10.000 V4 V9 |ji USER

|"
-urtis

.1.2 1.2 1.2 1.2 1.2

-

erry

dHaddock 5 5 5 5 5 5
i

(4 h>
4 g

.
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030-16055/040-08764/030-17154

Amendment No. 39 |

1. Authorizes the servicing of AMS/ Picker units, excluding source exchange. p
2. Authorizes sealed source exchange. i3. Authorizes removal of unit and head from customer sites only. 1
4. Authorizes the training of AMS personnel in the manufacture of AMS/ Picker

|sealed sources.
5. Authorizes the handling of sealed sources only. g

, i4 v i m
y

12. A. (1) Each sealed source acquired from another~ person and containing licensed i
material, other than hydrogen-3, with a half-life greater than 30 days and i
in any form other than gas shall be tested for: contamination and/or i' leakage before use. In the absence of a certificate from a transfer or 8

indicating that a test has been made within 6 months before the transfer, |a sealed source received from another person shall not be put into use puntil tested.
N

(2) Notwithstanding the periodic leak test required by this condition, any
licensed -sealed source is exempt from such leak tests when the source
contains 100 microcuries of less of beta and/or ' gamma emitting materials
or 10 microcuries or less of alpha emitting material.

| (3) Except for alpha sources, the periodic leak test required by this
condition does not apply to sealed sources that are stored and not beinga

i used. The sources excepted from this test shall be tested for leakage
before any use or transfer to another person unless they have been leaki

ti tested within 6 months before the date of use or transfer. Ea

|
| B. Each sealed source fabricated by the licensee shall be inspected and tested for 5j construction defects, leakage, and contamination prior to use or transfer as a
1 sealed source. If the inspection or test reveals any construction defects or
1 0.005 microcurie or greater of'tontamination, the source shall not be used or Wi transferred as a sealed source until it has been repaired, decontaminated and E

retested.

1 C. Each sealed source containing licensed material, other than hydrogen-3, with a yhalf-life greater than 30 days and in any fann other than gas shall be testad y
1

J for leakage and/or contamination at intervals not to exceed 6 months except - t9 that each source designated for the purpose of emitting alpha particles shall E
l be tested at intervals not to exceed 3 months. I

D. The test shall be capable of detecting the presence of 0.005 microcurie of
. radioactive material on the test sample. The test sample shall be taken from $

] the sealed source or from the surfaces of the device in what the sealed source
j is permanently or semi-permanently mounted or' stored on which one might expect -)(contamination to accumulate. Records o leak test results shall be kept in

p|>
, units of microcuries and maintained for inspection by the Commission. Records

|1 may be disposed of following Commission inspection.

1 I
-

& y_ __-_-__w_)
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4

2 |
N{ >

E. If the test required by Subsection A. or C. of this condition reveals the '

) presence of 0.005 microcurie or more of removable contamination, the licensee
$4 shall immediately withdraw the sealed snrce from use and shall cause it to be1

decontaminated and repaired or to be dinosed of in accordance with Commission b
| regulations. A report shall be filed wiusin 5 days of the date the leak test 8

result is known with the U.S. Nuclear Regulatory Commission, Region III, 801
[

g

y Warrenville Road, Lisle, Illinois 60532-4351, ATTN: Chief, Nuclear Materials
Safety Branch, describing-the equipment involved, the test results, and the1 i

Q corrective action. i-

.t i
;

I

13. The licensee may transport licensed material in accordance with the provisites of B !
d 10 CFR Part 71, " Packaging and Transportation of Radioact' ave. Material." y

\
;

j 14. Inventory Requiremen'ts: .

> - )

A. An inventory system will be established that accounts for the receipt, 1

,

movement, transfer and disposal of all radioactive material possessed under
,

this license. Records of inventories will be maintained for 10 years from the
k' date of each inventory. p

i g

i B. A complete examination of records will be completed every six months to confirm
! the location of. all radioactive material and ensure that possession is within
i the limits specified in this license.
I
'l C. A physical inventory of all radioactive material possessed under this license E

Ei
will be conducted on or before June 1, 1993. Thereafter, a physical inventory E

| of all radioactive material possessed under this license will be completed ,

; within 60 months of the previous physical inventory.
I

{ 15. The licensee's field service audits'(asedescribed in the ATC Medical Group WI Management Plan, revised April 1,1989, and submitted with letter dated April 17
E4

1989) shall be performed unannounced by the Radiation Protection Officer (i.e., iRadiation Safety Officer). '
i

16. The licensee shall follow the recommend survey frequencies outlined in Regulatory |Guide 8.21, Revision 1, October 1979, in work areas where radioactive materials are
handled or used. a

g
17. The licensee shall maintain records of information important to safe and effective

decommissioning at 1020 London' Road, Cleveland, Ohio per the provisions of H[10 CFR 30.35(g) until this license is terminated by the Commission, f
9

h,

>

k
8
R
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I
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I

I
I

I
i 18.

The 11censee shall maintain and execute the response measure of their Emergency I
i

Plan dated October 25, 1991 and revised January 1992, May 27, 1992 and April 26,
i

i
I 1993. The licensee shall make no change in the emergency plan submitted pursuant
| |to 10 CFR

the plan w[30.32(1), 40.31(j), 70.22(1)] that would decrease the effectiveness of I

ithout prior Commission approval. The licensee may make changes to its I

Emergency Plan without prior Commission approval if the changes do not decrease thei

effectiveness of the plan.1
The licensee shall; maintain records of changes that are i

I
made to the plan without prior approval 'for a period of three years from the date of i

I

the changes and shall furnish the Chief, Medical, Academic, and Commercial Use i

| 1

Safety Branch, Division of Industrial and Medical Nuclear. Safety, NMSS, U.S. Nuclear I

Regulatory Commission,, Washington, DC 20555, and the appropriate NRC Regional Office
|

i

specified in Appendix 1D of 10 CFR 20, a report, within six months after the changei
| 1s made, containing a description of each change. i
I ,

i1

l
,

19. iThe licensee is authorized to begin the following activities no sooner thani IMarch 17, 1995, and must complete them by the date specified in each item ini I
. i accordance with letters dated January 27 February 2, 10, and 14, and March 1, 3, 8,

wherein the licensee propos,ed and clarified 'its plans for:j) and 10, 1995, i
(1 idealing with the accumulation of ground water in and around its facility base) ment;

(2) immobilizing and/or remediating contamination that has collected in below ground
i

I

sewer piping and manholes; and (3) processing future ground water that builds up Iaround the facility. These plans address the following actions the licensee will jtake.
<

i
A. Process water that is currently stored outside its facility in above-ground

.

I
Itanks.
|1. Tanked water will be processed in-situ using a submersible water treatment '

system that includesafiltration and ion-exchange demineralization as ,h
described in letters dated Ma'rch 1, 3, 8, and 10, 1995.

I

I
11. Water will be treated until it contains no detectable non-soluble !

cobalt-60 and less than 1000 pCi/l of soluble cobalt-60 as determined by a
contract analytical laboratory. The licensee may continue to pump treated j

water to the collapsible storage containers prior to receiving results of ii

solubility tests from the contract laboratory. The treated water will
I

i
-

subsequently be pumped to 25,000 gallon storage containers located in the I

facility warehouse, as described in letters dated March 3, 8 and 10, 1995.
|

B. Simultaneously pump and process water currently residing in the sewer manhole |and lateral, building sump pit and basement. This project shall be completed iby June 30, 1995.
I
N1. Pumping will be sequenced as described in letter dated March 1, 1995, to
|ensure a positive hydrostatic pressure is maintained from outside to

j inside the facility's basement. y

i p

9 ;
.

k. . - - . . . . . . . .. . _._ _ . .__,J,
--



. . . - - - . - - . - . _ . - _ . . . - - - - - .. - - - . -

.

- - - - - - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ , . . . . , , , , . , , , , . , , , , , , , .
~

'

I ~ w c r,,.,37tA U.S. NUCLEAR REGULATORY COMMIS$80N 7 10 on
License number

"

MATERIALS LICENSE ,;3,,,,,,,,,,,,,, ,

q SUPPLEMENTARY SHEET 030-16055/040-08764/030-17154 ;

Amendment No. 39- ;

: i.

i

* ii . Water in the sewer manhole, lateral, building sump pit, and basement will
be pumped to a radiologically controlled area of the facility and .

processed using a skid mounted, multi-stage filtration and ionaxchanga |
system as described in letters dated March 1, 3, 8 and 10, 1995. Spill ;

procedures and radiological controls will be implemented as described in
,

letter dated February 14, 1995, and Attachment 2 to letter dated March 1, '

- -
'1995.- ,

p .s : , ,

iii. Water removed fromsthe sewer manhole, lateral, building sump pit, and j
basement will be treated to contain no detectable non-soluble cobalt-60
and less than 1000 pC1/1 soluble cobalt-60 as determined by a contract .

:

analytical * laboratory. The licensee may continue to pump treated water to
the collapsible storage containers prior to receiving results of

_ i

solubility-tests- frem.the contract laboratory. The treated water will -
'

subsequently be pumped to 25,000 gallon storage containers located in the
facility warehousei as described in letters dated March 3, 8, and 10,

'

1995. -

;-

I C. Water sampling and analytical protocols will be as described in letter dated
February 2,1995, as clarified in letters dated February 14, and March 3,1995.
Solubility of cobalt-60.in samples containing detectable activity will be

f
!

demonstrated in accordance with the reference in Supplement 2 to letter dated ,

March 3, 1995. .All solid-radwaste generated from the water processing : :

activities, including filter and domineralizer resin wastes, will be collected t
;

and stored at the London Road facility pending its ultimate disposal as
radioactive waste. 3

D. Excavate areas around thefacility to allow: (1) access to the radioactively [ !
contaminated four-inch waste discharge 1.ine; and (ii) the radiological :
ovaluation of the facility's underdrain* system and surrounding soils. - -

V .

1. Excavate the soil in the vicinity of the building's four-inch waste '

!.

:discharge line and underdrains and disconnect these drains as described in . ,

letter dated March 1,1995. Evaluate the radiological contamination status '

:

of the underdrain system and remediate or replace the system. Reconnect ; i

the underdrain system to the building sump pit and pump, test and process _

the underdrain system waters as described in letter dated March 1, 1995. : !

The testing and processing of water pumped from the underdrain system will :
continue until sampling of the water consistently reveals no detectable :

non-soluble cobalt-60 and less than 200 pC1/1 soluble cobalt-60. [ t

t
ii. Evaluate the radiological status of the soil in the vicinity of the t-

underdrain system and building sump pit as described in the letter dated L
,

March 1, 1995.
[

'

i E. Immobilize the radioactive contamination present in the sewer manhole, lateral |
3 and four-inch discharge line. p

. ! r
!

I: ;
4 g"*""""""-
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1

i
W! i1 * 1.

Comp'letely grout-in the radioactively contaminated four-inch sewer !i

described in " Issue 4" of letter dated January 27 and letter dated Marchdischarge line and the manbole and lateral up to the sewer interceptor as
i

| I

j i1, 1995.
The grouting will render the existing sewer discharge piping

system inoperable and immobilize (fix) the radioactive contamination that |y

i resides in the system. g

I

! Develop and implemerfE s -su face11.
aki'ological monitoring program to i

assesscontaminatjbnmigrationasdescribeddnletterdatedFebruary10,
|

| 1995.
The pqogram must be submitted in writ *ing and approved by the NRC.i N ' O ,i F.

as described irv. letter dated JanuaryRemt:diate the Ldadbn Road interceptor in the vicinityT.of the abandoned lateral,t1
p

27, 1995. The remediation activities will I| becoordinategithth,e r4heast Ohio Regional Sewer District.
|! G. 1. The lichnsee shall

fy thecNRC Resign H1 office no later than July 14, |1995, re~
Numbers _garding the. tds of the coip{7etion of, License Condition i

~

19.B.,.19.0A J.9.f. v. /r m d. ), -

11.
The licensee shall not 'ffdh'e!NRC;R6 Mon III office-no later than July 14,'! 1

E

1995, to confihnytnit,iatidn3 of ethefemediation project described in1
License Condition 4tumberf-19s !;, ' nd, rovide ~an estimated completion date. |i aO

Thelicensees% iyWMN"L.:f '#
p

i H.

projected milestbne dates specifjg'd inJlett'e'r/ dated Julyh51] notify 'the NRCVResion IlIfoffice in writing of any change in
Ri
h

i 19, 1995 for the !
?

projects describe'd in License Con 31tibn Nos. 19.D., E. & F.j Included in thenotification must be <the reason for the change, aiid the revised milestone date. j
! g

The licensee is authorized to iYsta19..a new
20.

to the existing under drain system."Thbpur.manhbe and lateral and re-connect thisi
pbse of the new manhole is strictly to8

to storage containers and subsequent analysis for cobalt-60 concentration.act as a means of collecting water from the under drain system which will be pumped
1

| E

!i
a 21.

described in letters dated MarchThe licensee is authorized to install and operate the water evaporation equipment1!
p

22, 1995, June 8, 1995 and June 29, 1995. #
n

-

R
N

-

R i
i

| P

! !
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.
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Amendment No. 39 h
V

Except as specifically provided otherwise in this license, the licensee shall i22.
yconduct its program in accordance with the statements, representations, and

procedures contained in the documents including any enclosures listed below.
The Nuclear Regulatory Commission's regulations shall govern un,less the statements,
representations and procedures in the licensee's application and correspondence aremore restrictivo than the regulations.i

.i
A. Application dated Novembei-I2'? 5984;I '

B. Letters dated November 12,1984 (excluding Item 4),< February 12, 1985, June 7,
1985 (excluding le'tter item 4), September 6,1985 (excluding change to Page 29 j
of ISP-1 manual);" p

p
C. Letters dated M'ay 29,19.86 (Response to Enclosure' A, Sianificant Licensina

Deficiencies o'f'NRC letter dated March 7, 1986); P

D. Letter dated July 23,1986 (Response to Enclosure B, Additional Licensina
Issues for Renewal Acolications of NRC letter dated M' arch 7,1986) excluding g

yapproval of the licensee's in-house training program;
F
GE. Letters dated August 22, 1986, October 28, 1986, November 13, 1986,

November 14, 1986 and December 4,1986 (with Revised ISP-1 Manual, Appendices A
and B attached),.May 7,1987, August 3,1987, December 31, 1987, January 15,

,

1988 (Item V only), August 15, 1988 (with attached course manual), F,

September 29, 1988 (with attachments) and November 21, 1988; and
54

F. Letters dated March 29,1989 (except Section 3.4 " Hot Cell Entry and Action
Levels"), April 7, 1989, August 25, 1989 (except Item 8(4)), July 23, 1990

g
g

(except Sections 3.0 and 5.0 of.ISP-14 procedure), March 1, 1991 (with y
attachments), March 27,1991 (with attachments), May 9,1991, May 14,1991, 9February 27, 1992, February 28, 1992, March 2, 1992, and March 5, 1992. F e

p -

G. Letters dated April 16, 1992 (with enclosures), June 15, 1992 (with . k
attachments), August 10, 1992, September 18, 1992, December 29, 1992 h(with enclosures), January 20, 1993, March 30, 1993, March 31, 1994 (with penclosure), April 11, 1994, and September 21, 1994. -

d

H. Letters with attachments dated January 27, 1995, February 2, 10, and 14, 1995,
and March 1, 3, 8, and 10, 1995.

,

Notwithstanding any reference to the specific activities in the above listed '
letters, the following activities are not addre: sed by this license.

'

i. The discharge of treated water to the sanitary sewer system.
h
G

.
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l.

.s '

m i
h g

i i
i . ii . Installation of a composite sampler and flow gage. I.

' i
i i111. Conventional disn' f excavated soils exhibiting cobalt-60 lI

concentrations than 8 pC1/g.
|1

i I. Letters dated May 3. 995, May 17, 19 June 6, 1995, June 13, 1995 and I
i June 14, 1995 (received Jun iav 22, 1995 (Item I related to water

Ii evaporationuseandastodh ment}) ne 8, 1995, June 14, 1995 iI
(received June 19, 199F)4 June 29, 1995, July 19p 1995, July 20, 1995 and I? July 21, 1995. -W I Ie y r-q
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FOR THE U.S. NUCLEAR REGULATORY COMMISSION

. ,s i
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)Date- f/3/77 By [ - b -O// Materials Licensing Section, Region III,
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t ! Advanced MedicalSystems,Inc..

I I 1020 London Rd.
L i cieveiand. onio 44ii01d 216-692-3270

,

August 8,1995

. .

Mr! James Caldwell
Nuclear Materials Inspection, Section 2 -- - -- - - - -

United States Nuclear Regulatory Commission
801 Warrenville Road

,Lisle, Illinois 60523-4351

: Re: Application to Amend USNRC License No. 34-19089-01

Dear Mr. Caldwell:
-

,

On June 21,1995, Advanced Medical Systems, Inc. (AMS) was issued Amendment No. 36 to the
referenced license number to permit treatment of contaminated water that currently exists in the
basement of the London Road facility. In Item 19 of that amendment, AMS was directed to
complete subitems "D".and "E" by July'7,1995, and to begin item "F" by July 8,1995. Because

- of delays in receiving the necessary permits and authorizations. and because the scope of
excavation activities was not as expected. AMS was unable to meet this deadline. |

l

On July 21,1995, AMS submitted an application to amend the referenced license to permit greater
flexibility in meeting the milestones without requiring submittal of continuous amendment

|
applications in response to delays that are beyond our contml. To date, no action has been taken j.

on that request. IIowever, in our application we agreed to communicate revised milestone dates
'

<

to the USNRC, along with the reason for any change that may be necessary. The following is the
current status of the tasks listed in item 19 of License No. 34-19089-01: ;

I ;

License Description Current Status Implementation
Condition Plan

No.

19.A Process water in above-ground tanks - Complete

19.H Process water in manholeilateral and basement Complete

19.C Analyticalprotocols and solid waste from water Complete
Processmg

~~
~

'19.D : 2xcavate and remediate famdation drains ' Complete

.

g\b= mm
.

.

& %ml '
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1,icenw Description Current Status implenwntation '

Condition I'lan
No .

(
;

' 19.F.i | Immobilize contamination in manhole. lateral andCompleic except for ; Soliciting contractor ;
'

j four-inch line ' segmem of four-iuch ! support for injection
,

line that runs ! of Durinex |
- i

through bsement i !

!
i slab !

19.E.li
Develop and implement long-term surveillance ; Pending i Draft plan to be

| ple i Submitted before l,

| September 30.1995.i
|

'

19.F
_

Begin remediation of London Road interceptor ! Complete" !
_ . _ . . _

19.U ' i Meet milestones Complete i
. . _ .

. it 2u installa: ion of new manhole and reconnection of i Complete [. # i

foundation drains : 1, j |

Pending f
1 21 Install and operate evaporator 8 Alternative
!

t discharge method ]
r

i i under investigation.

Although the license requirement to higin the remediation process has been completed. the remedial actluns {
thentscJves cannot be completed until N t:,ORSD approves AMS to mocess the tendon Road interceptor in order io obtain I

infonnation necessary for generating aremediation plan.

(.
1
,

IfI can answer any questions or provide you with additional information, please call me at (216) )| 692-3270. I will continue to keep you informed of the status of this project. ~

L

Sincerely.
|

-
!
i

Robert Meschter. RSO

cc: D. Cesar
D. A. Miller. Esq. Stavole & Miller

!
,

.

e
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August 11,19%

.(
Ohio State Emergency Response Commission |
ATTN: Jane Harf, Chairperson '

1800 Watermark Drive
P.O. Box 163669

iColumbus, Ohio 43216-3669
!

Dear Ms. Harf: '

Thank you for the letter from Ms. Linda J. Fields of your staff dated June 30, i

1995, which provided copies of the minutes of the State Emergency Response'
i

Commission (SERC) Executive Committee meeting on March 27, 1995, and the SERC ;
meetings on April 12 and June 16, 1995, concerning the Cuyahoga County Local

iEmergency Planning Committee (LEPC) requests regarding the Advanced Medical i
Systems, Inc. (AMS) facility in Cleveland, Ohio. We have also received copies ,

of.several letters provided to the SERC regarding the AMS facility.
y

Recognizing that the SERC was becoming involved with county emergency planning
'

requirements 'of a facility regulated by the NRC, we offered to provide
information regarding NRC safety requirements and assessments of the facility. ;

At your request, Mr. Jack Grobe and other NRC staff attended the March 27, i

1995 SERC Executive Committee meeting and the April 12, 1995 SERC meeting.
Mr. Grobe provided a briefing and answered questions concerning the AMS

.

:facility.
.

Several topics Mr. Grobe addressed are mentioned in the minutes of the SERC
meetings and letters the SERC has received. Come of the statements in these

i
documents concerning AMS' inventory of radioactive material, emergency |response plan and exercises, and facility security required clarification.

!Enclosed is information which should be useful to you and other members of the ;
SERC.

.

!

We will continue to closely monitor AMS activities to ensure that appropriate !

radiological' controls are exercised in order to protect the health and safety :of the public and the environment. '

We will gladly discuss any questions you have concerning these matters.
!

Sincerely,
., -

James L. Caldwell, Deputy Director !
Division of Radiation Safety and Safeguards -

Enclosure: As stated

See Attached Distribution

DOCUMENT NAME: G:\LTRS2LIC\MTLS\030\95316055.L32 ;
Ta smeelve a sepy of thee document, indicate in the Isen: "C" = Copy without attachment /en::losure *E' = Copy with attachment / enclosure *N* = No copy

TICE RIII c NHSS t,, kled-- OGC hr -ftles .RIllw 6'(. AE MWeber:dp -h M DCool wt ( 3A> Stewis wi M., d h JCaid$1A.

|DATE 08/ 9 /95 08/u /95 08/ti /95 v. ; 08/ a /95 '

*

OffNEALRECORDCOPY <

M o t m =3 5 W _ _

'
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Ohio State Emergency -2- .j

~

;[ Response Commission |
i

Distribution w/enci I'

Michael Kalstrom, CEMAC
David Cesar, AMS |
Robert Meschter, AMS ]

Robert E. Owen, Dept of Health l).

Michael R. White, Mayor, Cleveland i,

Lisa Mehringer, Cleveland Law Dept. I:

Martha McCorkle, Cleveland Law Dept.
i

;
i Erwin J. Odeal, NE0RSD 1

Larry English, NE0RSD )
'

Erv Ball, Cuyahoga Board of Health i

Edmund M. Mecklenburg, Cuyahoga Emerg. Div. l
-

. Timothy Kollin, cuyahoga County Prosecutor's Office
*

i

Chief Thomas Root, Cleveland Fire Department |
Robert Staib, Cleveland Health Dept. i

Marian Zobler, USNRC '

Roland Lickus, USNRC

!bec w/ encl:
Cathy Haney, NMSS 1

AMS File i-

f PUBLIC IE07
I

E-mail: \
Bruce Berson (BAB1) Jack Grobe (JAG) Gary Shear (GLS)
Bill Brach (EWB) Cathy Haney (CXH) Wayne Slawinski (WJS2)

,

Jim Caldwell (JLCl) Tim Johnson (TCJ) Mike Stein (MHS)Fred Combs (FCC) John Madera (JRM4) Mike Weber (MFWI)Donald Cool (DAC) Kevin Null (KGN) Marian Zobler (MLZ)Steve Crockett (SFC) Cindy Pederson (CDPI) Bernie Bordenick (BMB)Joe DeCicco (JXDI) Josie Piccone (JMP1)

.
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Clarifying Information

I A. Inventory of Radioactive Materials

Several statements in the documents NRC received mentioned AMS' five year
inventory requirement, AMS* failure to complete its inventory by June 1,1993,

,

and AMS* 1ack of a credible inventory.
!AMS has three requirements in its NRC license regarding the radioactive

material inventory. The first is to establish an inventory system, the
second, to examine, every six months, its records to confirm the location and
activity of all radioactive material and the third, to physically verify the
location and activity of all licensed material by June 1,1993, and every 60months thereafter. The physical inventory, unlike the first two requirements,
requires extensive effort involving several person-months of work.

l

AMS has complied with the first requirement to establish an inventory system,
and the second requirement, to examine, every six months, its inventoryrecords. In regard to the third requirement, the physical inventory of all
accessible material was completed by May 1993. However, AMS was unable to
physically confirm the location and quantity of a small amount (<6%) of its
inventory that is isolated in a heavily shielded storage well in the hot cell.
This resulted in AMS being cited by the NRC for failure to comply with this
license condition. AMS has not been able to remove the cover of the storage
well, despite several attempts with contractor assistance in 1993 and 1994.
Region III is currently reviewing AMS' plans to mill out the well cover.

'

/
The current inventory of material at AMS is provided in Section 1.1 of the AMS
License Renewal application, which Region III provided to the SERC per your

{request earlier this year. This inventory did not include the radioactive
|waste in the Waste Hold Up Tank room. That room is no longer used and was

made inaccessible to workers in the late 1980s. The room will remain
inaccessible until it is decommissioned. Based on radiological measurements
performed by licensee contractors, NRC estimates that the amount of material
in the room is less than 100 curies. Mr. Grobe included this estimate when hediscussed the facility hazards during his presentations to the SERC.

B. Emergency Preparedness Plan i

Several statements in the documents NRC received expressed concerns about AMS'
failure to meet federal regulatory standards for emergency response planning.

The NRC emergency preparedness requirements for non-reactor facilities took
effect in April 1990, and required that licensees submit an emergency plan at
the time of license renewal (the AMS license expired on December 31,1994). -

Previously, in response to NRC initiatives in 1986, AMS developed an emergency
plan with the cooperation of the Cleveland Fire Department and other offsite
response organizations. In 1986 approximately 50 Cleveland Fire Department
fire fighters and officers were trained on the emergency plan and received
tours of the AMS facility.

In 1991, in response to NRC initiatives, AMS proposed an updated emergency
plan that included expanded response procedures for fire, security and medical
emergencies. Offsite response organizations provided comments on the plan and
the Cleveland Fire Department was trained in the revised plan.

.
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'

'

| In January 1995, as part of its license renewal application, AMS included an
j updated emergency plan. This plan, unlike the earlier plans, was reviewed ~

against the new, comprehensive guidance contained in Regulatory Guide 3.67,iI " Standard Format and Content for Emergency Plans for Fuel Cycle and Materials
; Facilities," dated January 1992. When measured against the new gutaance, NRC

identified several deficiencies in the plan, and AMS has until August 17,1995, to respond to these deficiencies. -

Included in the deficiencies is theexpectation that AMS provide additional technical justification for their ,

facility hazards analysis. Local response organizations were provided copies
of the proposed plan according to NRC requirements and have provided' commentson the plan. The NRC will assure that these comments are appropriatelyresolved.

C. Emergency Preparedness Exercise

Several statements in the documents NRC received mentioned AMS* failure toperform an emergency exercise. i

The 1992 revision of AMS' emergency plan requires AMS to conduct an emergency
|

:

exercise every two years. In October 1994 NRC inspectors identified that AMS
had not performed the required emergency ex,ercise. In addition, NRC
identified AMS management weaknesses in the administration of its emergency
plan, and determined that AMS had not maintained appropriate contacts with the
Cleveland Fire Department and other offsite response organizations since 1992.

i

In a letter dated. November 29, 1994, transmitting a Notice of Violation, NRC
clearly communicated its expectation to AMS that it strengthen its management
oversight of facility emergency planning and improve its interaction with the |,[ Cleveland Fire Department and other.offsite response organizations. NRC staff

-

has confirmed that the Cleveland Fire Department has been working with AMS to -

improve the design of the fire detection and protection systems at AMS' !
facility. NRC has observed that AMS is implementing those improvements. AMS |
has also provided additional training for fire department personnel In !

addition, NR-C understands that the Cleveland Fire Department is revising and i
updating its Fire Pre-Plan for the AMS facility to be consistent with the
redesigned systems and updated knowledge of the facility. |

e'
By letter dated March 3,1995, NRC agreed to allow AMS to defer the completion
of its emergency exercise until it completes its work with the fire department !
in improving its emergency preparedness. However, NRC expects AMS to conduct

)
i

an emergency exercise as soon as possible.
'

'
D. Facility Security i,

Several statements in the documents NRC received mentioned the lack of '
i

facility security at the AMS facility.
i.

The AMS facility (building) has been equipped with an automatic security
system for both physical protection of the facility and fire detection since
at least 1989. In addition, during current facility construction activities, jAMS is providing a security guard when AMS staff are not present et the
facility. 1

'

|

i

|
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