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y g NUCLEAR REGULATORY COMMISSION
jj j REGION m :

* * 801 WARRENVILLE ROAD

af USLE. ILUNOIS 60532-4351

...... . .

June 9, 1995

Advanced Medical Systems, Inc.
, ATTN: Mr. Robert Meschter

Radiation Safety Officer
1020 London Roadi

' Cleveland, OH 44110

Dear Mr. Meschter:

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

| Please review the enclosea document carefully and be sure that you understand
I 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.

License Condition Number 19.A.ii. and B.iii. has been amended to increase the
release criterion for treated water into the storage bladders from 200 to 1000

( pCi/l of water.

As requested in Item 1 of your June 6,1995 letter, we have amended License
Condition Number 19.A.ii. to authorize you to continue to pump water to the
collapsible storage containers before you receive results on solubility tests
conducted by the contract laboratory.

Finally, please be aware that because you are authorized to continue to pump
treated water to the collapsible storage containers prior to receiving

! laboratory results on cobalt-60 concentrations, you risk the need to do
| further treatment of water that has been pumped to the containers.
1

| 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 CFR Part 20,
" Standards for Protection Against Radiation," and other applicable

i regulations.
:
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2. Notify NRC, in writing, within 30 days:
I

a. When Radiation 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 1
the location of byproduct material remains the same).

'

I 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:

i a. Change Radiation Safety Officers;

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

c. Add or change the areas of use or address or addresses of use :
i identified in the license application or on the license; or |

d. Change ownership of your organization, t

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 tnat 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 b; "RC. 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,

i
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,

Kevin
Nucle tr Materials Licensing Section

License No.: 34-19089-01
Docket Nos.: 03C-16055/040-09864/ .

030-1715A

Enclosure: Amendment No. 34
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(R U.S. NUCLEAR REGULATORY COMMISSION endment No 3Y"
j MATERIALS LICENSE j|
5 E!

*
i

"Nrsuant to the Atomic Energy Act of 1954. as arrrnded, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code of g| |r

'eral Regulations, Chapter 1, Parts 30,31. 32. " M. 35,36,39,40, and 70, and in reliance on statements and representations heretofore made > !

, the licensee, a license is hereby issued authorizir; the licensee to receive, acquire, possess, and transfer byproduct, source, and special nuclear $fg
material designated below; to use such material fr :he purpose (s) and at the place (s) designated below; to deliver or transfer such material to 3'

5 persons authorized to receive it in accordance with :te regulations of the applicable Part(s).This license shall be deemed to contain the conditions 3
specified in Section 183 of the Atomic Energy A:: of 1954, as amended, and is subject to all applicable rules, regulations, and orders of the e;-

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

H E

5 E

N Licensee In accordance with letter dated E

N June 6, 1995, E

N. I. Advanced Medical Systems, Inc. 3, License Number 34-19089-01 is amended in E

N its entirety to read as follows: E |

M E

B 2. 1020 London Road E '

N C1eveland, OH 44110 . 4. Expiration Date December 31, 1994 E !

M E

N g,N. 030-16055/040-08764/030-17154 E
5.

o. .
E E )
g 6. Byproduct. Source, and/or 7. Chemical and/or Physical 8. Maximum Amount that Licensee s '

y Special Nuclear Material Form May Possess al Any One Time j
Under This License

R E
A. Cobalt-60 A. Solid Metal A. 150,000 curies yy

B B. Cobalt-60 B. Sealed sources' B. 135,000 curies E

N (teletherapy /. (no single source E
'

radiography s' aled to exceed 13,700 Ee .

sources whichXhave curies) E

N been evaluated and. E
.'

R approvesfor ~ W E

EN commercial c
B distribution.by the E

B NRC or an Agreement E

EN State) "

C. Cesium-137 C. Sealed sources C. 40,000 curies (no
(teletherapy / single source to gy
radiography sealed exceed 2,200 gg
sources which?have curies) yg
been evaluated and gg approved for gy
commercialy g
distribution by the gy
NRC or an Agreement gy
State) gg

s D. Depleted Uranium D. Nickel Plated D. 4,040 kilograms E

N E

E. Cobalt-60 E. Sealed Sources E. 15,000 curies Ey
a E

i E

B E

E~

( E

e
i E|
t s|
i / 2
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, __SUPPLEMENTARY SHF.ET

030-16055/040-08764/030-17154 |
# (- s
# Amendment No. 34 y
9 p
A >

k >

W
8 5. Byproduct, source, 7. Chemical and/or physical 8. Maximum amount that i
j and/or special nuclear form licensee may possess at i
3 material any one time under this ,8
s license ,

| F. Ccbalt-60 F. Sealed Sources F. 15 millicuries i
W (any sealed source |
9 approved by the NRC i
8 or an Agreement i

State)
|

? I
1 ' ie

i 9. Authorized Use:
h '
q A. For storage only incident to waste disposal or transfer to an authorized recipient. 1

# This license does not authorize the manufacture of. sealed sources. |L|-
, .

'5 B. For installation,. maintenance of, dismantling andiservicing of Picker Corporation q 9
8 and Advanced Medical Systems, Inc. teletherapy units and Picker Model 6145 i

*

| (\
radiography units possessed by licensees authorized to possess the radioactive i

,

e caterial pursuant to a specific licenseKisued by the: Commission or an Agreement
|'q State. For installation and removal of tse'aled sourceseinto Picker Corporation,

! Advanced Medical Systems, Inc. and Keleket! Barnes tele' therapy units of licensees E

8 authorized to possess' the radioactive' mat'e' rial pursuant to a specific licen'se issued f
! by the Commission or an Agreement Stat'e.ifFor training Hospital or Clinic personnel t'
g for in-house service operations on teletherapy equipment., on unit model per course, g
e in accordance with letter dated August 15;~1988 and Sept, ember 29, 1988.
q

,
-

! C. For installation, maintenance, dismantling and servicing of Picker Corporation and
Advanced Medical Systems radiography.and . teletherapy units of licensees authorized #g9

| to possess the radioactive material pursuant to a specific license issued by the i
j Commission or an Agreement State. j
i

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

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

j prior to the issuance of this amendment.
|

9 i( F. For use in devices (including Tech OP Model 571 Calibrator described in application
F dated November 12, 1984) approved by the Nuclear Regulatory Commission or an (p
0 Agreement State to calibrate radiation survey instruments. W

| 8
,

|<
k
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License number p

3 19089-01
MATERIALS LICENSE , ,

SUPPLEMENTARY SHE E_. 030-16055/040-08764/030-17154 f
,

Amendment No. 34 f
6

-

h
I

9
i CONDITIONS
| ,

(
i 10. Licensed material in Items 6.A., 6.E. and 6.F. shall be used only at the licensee's p'

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

t customers who possess a specific license from the NRC authorizing possession of the
licensed material. Licensed material in Item 6.D. shall be used only at the

_

licensee's facilities at 1020 London Road, Cleveland, Ohio or 121 North Eagle .

O Street, Geneva, Ohio, and at facil,ities of customers who possess a specific license
>

l from the NRC authorizing possession of the licensed material.
'

| 11. A. The Radiation Protection Officer for service operations described in
Subitems 9.B. and 9.C. and routine health physics activities is

s
i Robert Meschter. p

The licensee shall not perform service operations described in Subitems 9.B. h
and 9.C. until Robert Meschter has completed the required training. -

4 I

Licensed material shall be Ised by, or unddr the supervision of and in thei w
i B. uisted in the table below. The users are only p

physicalpresenceofusers.(dicatedservicesontheteletherapyori g authorized to perform the in!

([
radiography units specified.'in the tab e below: I

c
h 31 :-

N AMS/ PICKER TELETHERAPY / RADIOGRAPHY UNITS MODELS
N

i

| CS C C C C C

i 600 1000 2000 3000 5000 10.000 C4 C8 C9 C12 Cycloos

A USER
5 Curtis

Perry 3 1.2 1.2 1.2 1.2 1.2 1.2
| f

Haddock 5 5 5 5 5 5 5 5 5 5 5

AMS/ PICKER' TELETHERAPY / RADIOGRAPHY UNITS MODELS
>

hV V V V C C

1000 2000 3000 10.000 V4 V9
b >

USER k
l Curtis

fJ 'errY 1.2 1.2 1.2 1.2 1.2
i

H 5 5 5 5 5 5 g|i
jpiaddock
M

Ikann mmwn ag.waarmeasmnx,an nn n,nw-mmnnw+)gsi
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{License number
y

| MATERIALS LICENSE 34-19089-01 |
5 ' SUPPLEMENTARY SHEET " * "**"""*' I
O

030-16055/040-08764/030-17154 |
|_ Amendment No. 34 |
| |

-

|
I

i 11. (Continued) l
.

'

I
I

I
I

| 'l. Authorizes the servicing of AMS/ Picker units, excluding source exchange. ! i2. Authorizes sealed source exchange.i
I

i 3. Authorizes removal of unit and head from customer sites only. I
i 4. Authorizes the training of AMS personnel in the manufacture of AMS/ Picker

.

,

I

sealed sources. I !
I

j 5.
Authorizes the handling of sealed sources ,only.

| 12. A. (1) Each sealed source acquired from another person and containing licensed I i

material, other than hydrogen-3, with a half'1.ife greater than 30 days and| |
I

-

in any form other than gas shall be tested for contamination and/ori
II leakage before use. In the absence of a certificate from a transfer or (

,

l
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 i

i
i until tested.

I
i

. |
| (2) Notwithstanding the periodic l'eak test (required by this condition, any

|I licensed sealed source is exempt from uch leak tests when the source
.

'l icontains 100 microcuries of less of a and/or gamma emitting materials
ij -or 10 microcuries or less of alpha tting material. |

.i ,

.

4 I
i (3) Except for alpha sources, the pairiodic leak' test required by this l

J condition does not apply to s aled s69.rces that are stored and not being
s

i

J used. The sources excepted. from this test shall-be tested for leakage i

J c r

f before any use or transfer tofanother person unless they have been leak
i

h
tested within 6 months before the date of use,or transfer. I

'

I
:1 B. Each sealed source fabricated by the licensee shall be inspected and tested for

|construction defects, leakage, and contamination prior to use or transfer as a
-| sealed source. If the inspection or test reveals any construction defects or i

I
-

0.005 microcurie or greater of contamination, the source shall not be used or I
transferred as a sealed source until it has been repaired, decontaminated and I

L

! i retested.
|
|C. Each sealed source containing licensed material, other than hydrogen-3, with a
ihalf-life greater than 30 days and in any form other than gas shall be tested

) i

for leakage and/or contamination at intervals not to exceed 6 months except I
h that each source designated for the purpose of emitting alpha particles shall I

h be tested at intervals not to' exceed 3 months. I

I

ID. 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 i

i

j the sealed source or from the surfaces of the device in what the sealed source 1
-

I 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

! units of microcuries and maintained for inspection by the Commission. Records y
,

may be disposed of following Commission inspection.
s

.

4_h.Pm --a--------------,.n.-----------
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34-19089-01 )MA.TERIALS LICENSE
Docket or Reference number k .

SUPPLEMENTARY SHEE.
030-16055/040-08764/030-17154 |

'

4
A Amendment No. 34
5 F
3 >

f E

g 12. (Continued) |
| '
i E. If the test required by Subsection A. or C. of this condition reveals the h
| presence of 0.005 microcurie or more of removable contamination, the licensee F

shall immediately withdraw the sealed source from use and shall cause it to be I
y

f
g decontaminated and repaired or to be disposed of in accordance with Comission
a regulations. A report shall be filed within 5 days of the date the leak test [l result is known with the U.S. Nuclear . Regulatory Comission, Region III, 801 g
3 Warrenville Road, Lisle, Illinois 60532-4351, ATTN: Chief, Nuclear Materials [

I
Safety Branch, describing the equipment involved, the test results, and the I
corrective action. 4

e 13. The licensee may transport licensed mat'erial in accordance $tth the provisions of I
|

10 CFR Part 71, " Packaging and Transportation of Radioactive Material." g

t:
I 14. Inventory Requirements: L

y

EA. Aninventorysystemwillbefestablishedthataccountsforthereceipt,'

j movement, transfer and disposal of.all radioactive material possessed under [a'

this license. Records of inventories will be maintained for 10 years from the g

p date of each inventory. [p. i*
4

g, .,

A complete examination of record'shi be completed every six months to confirm |f B.
i the location of all radioactive ma.tpriial .and ensure that possession is within ,

|
the limits specified in this licenser f g

. : t'
' C. A physical inventory of all radioactive material pqssessed under this license F-

| will be conducted on or before June 1,1993. Thereafter, a physical inventory I
q of all radioactive material. possessed under this license will be completed |
{ within 60 months of the previous phy,sical inventory. ,

g._

U 15. The licensee's field service audits (as described in the ATC Medical Group i

Management Plan, revised April 1,1989, and submitted with letter dated April 17, E

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

16. The licensee shall follow the recomend survey frequencies outlined in Regulatory I
Guide 8.21, Revision 1, October 1979, in work areas where radioactive materials are p

y
handled or used. |

17. The licensee shall maintain records of information important to safe and effective |
decomissioning at 1020 London Road, Cleveland, Ohio per the provisions of g

| 10 CFR 30.35(g) until this license is terminated by the Commission. k
P

) E
,

P

F
&

I
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N 18. The licensee shall maintain and execute the response measure of their Emergency I
iPlan dated October 25, 1991 and revised January 1992, May 27, 1992 and April 26, i

1993. The licensee shall make no change in the emergency plan submitted pursuant I

to 10 CFR [30.32(1), 40.31(j), 70.22(1)] that would decrease the effectiveness of I

the plan without prior Commission approval. The licensee may make changes to its |

Emergency Plan without prior Commission approval if the changes do not decrease the j
effectiveness of the plan. The licensee shall maintain records of changes that are

icade to the plan without prior approval for.a period of three years from the date of
i

the changes and shall furnish the Chief," Medical, Academic, and Commercial Use Ig
. 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

lq specified in Appendix 0 of 10 CFR 20, a report, within six months after the change
iC is made, containing a description of each change. -

0 i
.

i

h 19. The licensee is authorized to begin the following activities no sooner than I

o March 17, 1995, and must complete them within 90 days after March 17, 1995 in I

C accordance with letters dated January 27 Februarf 2,10, and 14, and March 1, 3, 8, I

( and 10, 1995, wher~ein the licensee proposed and darified its plans and schedules |( for: (1) dealing with the accumul6 tion of.grouMwater in and around its facility
i i

basement; (2) immobilizing and/or remediating- ntamination that has collected in i

below ground sewer piping and manh' oles; and (3 pTrocessing future ground water that I i
L Thsse p1' nsf an ,shhedules address the following Ibuilds up around the facility. a

actions the licensee will take. 'llim |
"

.b?%- : |Pr' cess water that is currently stored'outside its facility in above-ground iA. o

( tanks. -" gf. I-

1. Tanked water will be processed in-situ using a submersible water treatment |[ system that includes filtration and ion-exchange demineralization as :
i

O described in letters dated March 1, 3, 8, and 10,1995. g
C <:w i

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

cobalt-60 and less than 1000 pC1/1 of soluble cobalt-60 as determined by a I

h contract analytical laboratory. The licensee may continue to pump treated |
t water to the collapsible storage containers prior to receiving results of

i'

solubility tests from the contract laboratory. The treated water will i
subsequently be pumped to 25,000 gallon storage containers located in the I

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

f
ii B. Simultaneously pump and process water currently residing in the sewer manhole
i

0 and lateral, building sump pit and basement. r
0

1
0 1. Pumping will be sequenced as described in letter dated March 1,1995, to I

ensure a positive hydrostatic pressure is maintained from outside to I

inside the facility's basement. |
i,

L h
A i
t ,
b hh- . . . ._ 4 ,, m,,.,_.1, ,m,.a., , . 1.c,.c c3
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? p
4 y
j 19. (Continued)

j

4[
11. Water in the sewer manhole, lateral, building sump pit, and basement will N

be pumped to a radiologically controlled area of the facility and E

'

processed using a skid mounted, multi-stage filtration and ion-exchange |,

system as described in letters dated March 1, 3, 8 and 10, 1995. Spill g
| procedures and radiological controls will be implemented as described in
| 1etter dated February 14, 1995,~and Attachment 2 to letter dated March 1,
| 1995.

iii. Water removed from the sewer manhole, lateral, building sump pit, and |4 basement will be treated to contain no detectable non-soluble cobalt-60
h and less than 1000 pC1/1 soluble cobalt-60 as determined by a contract f

;

j analytical laboratory. The licensee may continue to pump treated water to R

g the collapsible storage containers prior to. receiving results of W

p|!
solubility tests from the contract laboratory. The treated water will

|y subsequently be pumped to 25,000 gallon storage containers located in the
1 facilityTwarehouse, as' described in letters dated March 3, 8, and 10, e <

p I1995.- -

/ . r ! i
O C. Water sampling and analytical protoco1W111 be as described in letter dated i |

j(i
February 2,1995, as clarified in 14ttet:s dated February 14, and March 3,1995. - '

Solubility of; cobalt-60 in samplesico;nta'ining detectable activity will be p ;
i demonstrated in accordance with thefrefdrence in Supplement 2 to letter dated W !

| March 3, 1995. All solid radwaste ~ generated from the water processing > |
g activities, including filter and demindralizer resin wastes, will be collected N I

g|
q and stored at the London Road facility pending its ultimate disposal as
4 radioactive waste.
4 g ,

8 D. Excavate areas around the facility <to allow: (i) access to the radioactively (
'

| contaminated four-inch waste discharge line; and (ii) the radiological h

|i,
q evaluation of the facility's underdrain system and surrounding soils.
4
i 1. Excavate the soil in the vicinity of the building's four-inch waste E

discharge line and underdrains and disconnect these drains as described in Q
1etter dated March 1,1995. Evaluate the radiological contamination status q

|h
of the underdrain system and remediate or replace the system. Reconnect

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

1 the underdrain system waters as described in letter dated March 1, 1995. p
i The testing and processing of water pumped from the underdrain system will W
j continue until sampling of the water consistently reveals no detectable p

non-soluble cobalt-60 and less than 200 pCi/1 :oluble cobalt-60. j4

11. Evaluate the radiological status of the soil in the vicinity of the funderdrain system and building sump pit as described in the letter dated g

j. March 1, 1995. >q
A f
), - k
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<

: l
Immobilize the radioactive contamination present in the sewer manhole, lateral >#i E.
and four-inch discharge line.

|
i
8

i 1. Completely grout-in the radioactively contaminated four-inch sewer 1

| discharge line and the manhole and lateral up to the sewer interceptor as i
i

described in " Issue 4" of letter dated January 27 and letter dated Marchg

q 1, 1995. The grouting will render the existing sewer discharge pipirg j
i syster., inoperable and immobilize (fix) the radioactive contamination that fa restJes in the system.

. i
<

4
-

'.
| ii. i

De/elop and implement a sub-surface radiological monitoring program to i
atsess contamination migration as described in letter dated February 10, I

q

1995. The program must be submitted in writing and approved by the NRC.
|

(
8

85 p
5 F. Remediate the London Road interceptor in the vicinity of the abandoned lateral, 1

f ias described in letter dated January 27, 1995. The remediation activities will f
be coordinated with the Northqast Ohio Reg 'nal Sewer District, il

g

e / \ :
4 20. Except as specifically provided otherwise in thi }. license, the licensee shall [ $

conduct its program in accordance|'with the statedents, representations, and ,
iprocedures contained in the documents; includinf.'any enclosures, listed below.
E

q The Nuclear Regulatory Commission'sfegulations shall!' govern unless the statements, I
representations and procedures in the'. licensee'.s application and correspondence are It

i more restrictive than' the regulati6ns".
|

'

l. A. Application dated November 12,'1984; Y
5 g

| B. Letters dated November 12,1984 (excluding item 4), February 12, 1985, June 7. E

W

q

1985 (excluding letter item 4), September 6 1985 (excluding change to Page 29 |1 of ISP-1 m'nual); g. 7
7

a

) g
>j C. Letters dated May 29,1986 (Response to Enclosure A, Sionificant Licensino
EDeficiencies of NRC letter dated March 7,1986);,

||D. Letter dated July 23,1986 (Response to Enclosure B, Additional Licensina
Issues for Renewal Anolications of NRC letter dated March 7,1986) excluding g
approval of the licensee's in-house training program; i

>E. Letters dated August 22, 1986, October 28, 1986, November 13, 1986, November E

14, 1986 and December 4,1986 (with Revised ISP-1 Manual, Appendices A and B
hattached), May 7, 1987, August 3, 1987, December 31, 1987, January 15, 1988 g

(Item V only), August 15, 1988 (with attached course manual), September 29, f1988 (with attachments) and November 21, 1988; and
E

FF. Letters dated March 29,1989 (except Section 3.4 " Hot Cell Entry and Action E!
Levels"), April 7, 1989, August 25, 1989 (except Item B(4)), July 23, 1990 D
(except Sections 3.0 and 5.0 of ISP-14 procedure), March 1,1991 (with hI
attachments), March 27, 1991 (with attachments), May 9, 1991, May 14, 1991, p
February 27, 1992, February 28, 1992, March 2, 1992, and March 5, 1992. R

ihETJE.v#v v m murww Ween sw_exxugpggyu.uo, mumvem mum m ys p m e m h,i, m,pyd
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SUPPLEMENTARY SHEET Dockel or Reference riumber I
,

030-16055/040-08764/030-17154 E !
E
8 Amendment No. 34 |I
I 1

W

! G. Letters dated April 16, 1992 (with enclosures), June 15, 1992 (with i
i

i
attachments), August 10, 1992, September 18, 1992, December 29, 1992

||
(with enclosures), January 20, 1993, March 30, 1993, March 31, 1994 (with

| enclosure), April 11, 1994, and September 21, 1994. i

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

I,'
I

Notwithstanding any reference to the specific activities in the above listed I

| 1etters, the following activities are not addressed by this license. i
I I, c 1g 1. The evaporation of treated water or its discharge to the sanitary sewer Ii system.

1 I
,

|
l' ii. Installation of a composite sampler and flow gage. i ,' '

i
| iii. Conventional disposal of excavated soils exhibiting cobalt-60 I

iconcentrations greater.than 8 pCi/g. lI
f

.

i
.

Re-connection of the foundation underdrain system to the proposed new- [
' .

f iv. f
'

manhole and lateral. ''
-

,
,---

,i
I.

Letters dated May 3, 1995, Miy 17, 1995 and June 6, 1995-(excluding Item 3). I'g
, I ,

ti j i,

E

O
,

4' I

d I
[4

.

4
.

i , :

! I
'

i l
i 1

E :

1 1
'

i
l '

! !

I i

i '

i

FOR THE U.S. NUCLEAR REGULATORY COMMISSION |
,

E

W I'

h I

fff g i
Date 4 hY fB

< <
.

; Materi is Licensing Section, Region III
_ __ ~- _ % _ - _ _ -A
._
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A Northeast Ohio Regional Sewer District>w

( 3826 Euclid Avenue . Cleveland, Ohio 44115-2504 216 881 6600 FAX: 216 881 9709

??M'RfY ROUTING
5:a 1 yeg[
!M 3C !

~

June 9,1995 l CM _ EIC I'

[DRP i .m
( |

- Tri,- ~ I
;

- Ohio State Emergency Response Commission . 'W l....-.-._.r. _
_ _ _ . _'a' ,

c/o Ms. Jane Harf, Chairperson M 'M ~
1800 Watermark Drive !

,

P.O. Box 163669 %. ,

- - - . - .

Columbus, Ohio 43216-3669
1

Re: Cuyahoga County Local Emergency Planning Committee Petitions

Dear Members of the Commission:

With this letter, the Northeast Ohio Regional Sewer District (" District") wishes to
formally state its support for the petitions filed by the Cuyahoga County Local Emergency
Planning Commrttee ("LEPC") to require a detailed inventory of any facility harboring ten (10)

;( Curies or more of Cobalt-60 in any form other than sealed source and to add the Advanced

Medical System ("AMS") facility to those over which the LEPC has emergency planning
jurisdiction. The District is an emergency responder in the area in which the AMS facility is
located, and can state categorically that the LEPC is well-versed in the needs of emergency

i

response orgMons, and is in the best position to effectively evaluate and coordinate response
to problems posed by AMS.

1

The LEPC would serve to fill a regulatory void that has existed at the AMS facility. For
many years, the NRC has failed to enforce its own regulations as they apply to this facility. These
failures specificallyinclude an ongoing failure to require AMS to completely inventory materials,

'

at its facility. This inventory was " required" by the NRC to be complete by June 1,1221; it has
yet to be completed. The NRC has also failed to enforce its requirement that AMS participate
in biennial full-scale emergency exercises. In the entire history ofNRC oversight of this facility,
there has never been a full-scale emergency exercise.

.

; The members of the State Emergency Response Commission must thus understand that

the paper requirements imposed by the NRC may well never be effectively enforced by the NRC.
It has been the well-documented experience of the District, moreover, that the NRC does not
work cooperatively with local agencies to find mutually-satisfactory responses to problems, or
even acknowledge that many local problems exist. In contrast, the LEPC - through such
programs as its highly successful CAPCEP program - has excellent working knowledge of the
demands of emergency planmng and emergency response coordination.

The mission of the Northeast Ohio RegionalSewer Districtis to enhancepublichealth and welfare through the ef6cient, cost-
etiective conveyance and treatment of wastewater. This is accomplished by an organization dedicated to professionalism,
humess and consistency that anticipates and responds to the changing environmental needs of the community.
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} Ohio State Emergency Response Comnussion
1 June 9,1995 ;

Page Two i4

-

i
.

k

:

Accordingly, for effective protection of emergency responders, local etic-..;-.. Ij
jurisdiction must be cc,J., i and realistic reporting require-mm umst be imposed, as has been+ irequested by the LEPC

1 -

t

!- The District has ahnada'*
I documentation to demonstrate the persistent and

comr.hdve fadure ofthe NRC to effectively control this lim Please contact Thomas E.
.

Lenhart or Lawrence K. holieh of my legal staff at (216) 881-6600, or Richard N. Connelly,
Manager, Water Quahty and Indnsnial Surmilance (a Cuyahoga County LEPC iwi-_+: ;;ve),j at (216) 641-6000, for more information.

-

, ,

1 1

I
.

'
-

Thank you for your consideration of this letter of support.
i

j Sincerdy, -

f ft
' ( Erwin J. Odeal {

We*ive Director
i

|
,

Michael S. Kalstrom, Secretary, Cuyahoga County LEPCcc: i

|
James L. Calriwell, Deputy Director, NRC Region HI
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Advanced Medical Systems,Inc.;
.

!
,

) 1020 London Road; t

k j Cleveland, OH 44110
N I (216)692-3270 '

.

|
1

|

June 9,1995
i

Mr. John Madera
|Materials Licensing Section

USNRC
801 Warrenville Rd.
Lis!c, IL 60523-435i

RE: Confirmation of Verbal Authorization to License Amendment
.

Dear Mr. Madera:

This is to confirm our understanding ofyour verbal authorization on 6-9-95 at 1512

( EDST that AMS is approved to transfer processed water from sample tanks to storage
bladders if the water is less than 1000 picocuries per liter (soluble) and no detec:able

insoluble Co-60 and that transfers of water may take place prior to receiving confirming
results from the contracted laboratory. It is also understood that the written License

Amendment will be forwarded in the near future and that issues pertaining to evaporation
are pending with the NRC for one to two more weeks. Please be advised that AMS will
implement the verbally approved changes immediately.

Thank You,

/ c. M r
Robert Meschter, RSO

cc; D.Cesar

D. Miller
C. Berger
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