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AI ATERI AI.S I.lCENSir Amendment No. 07.v *

:

|h Pursuant to the Atonne I:neigy Act of 1954. as amended, the linergy Reorganirainin Ad of 1974 (Pubhc l.aw 93-43xt and lille 10. Omle ot ['

|@ l~ederal'Regulanons. Chapter 1. P.uh In. 31,12,31. 34,15, 36. 39,40. and 7n. and in rebanse on statemenh and sepiesenianons herciolore made ,'
| by the licensee, a heense n hereby iwued authonnng the beensee to retene, acquire. powew, and transfer byproduct, source. and special nuclear,

g matenal designated bdow; to use such material f or the pmposch) and at the placeht designated below; to dein er or transfer such matenal to {
-

a persons authonfed to receive it in accordance w uh the regulanons of the appheable ParthL This hcense shall be deemed to contain the condmons {
|k specifie i in Section 181 of the Alonuc 1:nergy Ad of IM4. .a amended. and is subjes t to all appheable rules, .-

regulationi and orders of the *

Nutlear Regulatory Comnuwson now or hereaher in elled and to any condinons i,peuhed below. QQ QQ QC i

|2

1.ieensee In accordance with letter dated
c July 23, 1996, '

? 1. Chiron Diagnostics Corporation | 3.1.icense Number 20-12960-04G is amended in
.

,

*

its entirety to read as follows: '"
i

i
i

1 333 Coney Street i
East Walpole, Massachusetts 02032-1597 4. fhpiration Date November 30, 2001, -

W 5. Docket or
Reference No. 030-10907 i '

!.' 6. By pmduct. Source, and/or 7.. Chemical and/or Physical 8. Maximum Amount that Licensee gQ Special Nuclear Material Form May Powess at Any One Timep Under This License
;

fA.Iooine125 A Prepackaged in vtro kits A. Not applicable i
3-i ,

(|3 9. Authorized use i )
|9 i|gA. Pursuant to Section 32.71 of 10 CFR Part 32, the licensee is authorized to distribute e
| in vitro kits to persons generally licensed pursuant to Section 31.11 of 10 CFR Part.

'

{ 31, or equivalent provisions of the regulations of any Agreement State.
e

e
,.-

{ CONDITIGN3 i
.

...

!? 10. The licensee is authorized to distribute prepackaged in vitro kits from facilities i
,

|@ located at 333 Coney Street, East Walpole, Massachusetts. ;
2 ^

'
i

|2 11. The license does not authorize possession or use of licensed material.
A

e

<!
'* '

|2 12. Any proposed changes in packaging, labeling, shielding or instructions for use and ;
6

| i storage shall be submitted to the Nuclear Materials Safety Branch, U.S. Nuclear ;
| ! Regulatory Commission, ' Region I, 475 Allendale Road, King of Prussia, Pennsylvania ;
|

| 19406, and approval of the changes shall be received by the licensee prior to ;
| i implementing the changes. ;,
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20-12960-04G*
g MATERIALS LICENSE Net or Referenu Number

*

g SUPPLEMENTARY SHEET 030-10907
>

*

N Amendment No. 07
|

?

N|(Continued)
W CONDITIONS

N 13. Except as specifically provided otherwise in this license, the licensee shall conduct
Nj its program in accordance with the statements, representations, and procedures
N; contained in the documents, including any enclosures, listed below. The Nuclear
E; Regulatory Commission's regulations shall govern unless the statements,)

representations and procedures in the licenwe's application and correspondence are
)' more restrictive than the regulations.
E

lg A. Application dated October 23, 1990
d B. Letter dated October 1, 1991
@ C. Letter dated July 23, 1996
R
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N For the U.S. Nuclear Regulatory Commission
h, g ,

OCT 2 51996 Original Signed By: F

W Date By John R. McGrath
W ;

Nuclear Materials Safety Branch
W. Region I
N King of Prussia, Pennsylvania 19406
N
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OCT 2 51996 i

:
'

Maureen T. Gillis,

Radiation Safety Officer |
1 Chiron Diagnostics Corporation ;

333 Coney Street-
East Walpole, Massachusetts 02032-1597 I

Dear Ms. Gillis: I

I
This refers to your license amendment request. Enclosed with this letter are i
the_ amended licenses. Please note that as part of these amendments, in

|accordance with 10 CFR 30.36, effective February 15, 1996, the expiration ;
dates of your licenses have been extended by a period of five years. The new

|
. expiration date is stated in Item 4 of each license.

.|

-Please review the enclosed documents carefully and be sure that you understand |>

4 and fully implement all the conditions incorporated into the amended licenses. 1
If there are any errors or questions, please notify the U.S. Nuclear

|

',
Regulatory Commission, Region I Office, Licensing Assistance Team, I

(610) 337-5093 or 5239, so that we can provide appropriate corrections and I
answers.

1

: Thank you for your cooperation.

Sincerely,
,.

Original Signed By: |
r John R. McGrath !

John R. McGrath |
Senior Health Physicist '

Division of Nuclear Materials Safety

I License Nos. 20-12960-02 !
20-12960-04G

f Docket Nos. 030-09001
030-10907

: Control Nos. 123491 |
123492 ;

Enclosures: 0
Amendment No. 23 i

' Amendment No. 07 '

,

1

0FFICIAL RECORD COPY
'

.



7-------
- - . . . . -. . . . . . . _ . . . _ . , ~ . . , . _ , . . . . _ . . , . . . . _ . _ . . . . - ,_,, ._

'

e
,' O O-

: . .

.s,- *
.

, *

-2-. .
.

,

!a

.

!
|

l

i
.

|
|

i

.

t

]

> ' , -m
, m.

*i ' ' " '
.

'

'

. ,,,7 n , 1
-~ # 'j ', <

"9 ?- .ft .$ *, . .

- DOCUMENT NAME: R:\WPS\MLTR\L2012960.02
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333 Coney Street I
.

.

East Wafpole. Massachusetts 02032 1597

Telephone 508-668-5000
-

Fax 508-6684591

;

YJuly 23,1996 - - (OTO
030-

Licensing Assistant Section
Nuclear Materials Safety Branch
U. S. Nuclear Regulatory Commission, Region I
475 AllendaleRoad
King of Prussia,PA 19406-1415

To Whom It May Concern.

'1
i

Please see the attached two amendment applications for NRC license numbers 20-12960-02 1
and 20-12960-04G. Enclosed is one check for the administrative fees. 'I

Thank you.
{

Sincerely, i

N,

Maureen T.Gillis
Radiation Safety Officer

|
1
!
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NRC FORM 313
U S. NUCLEAR REGULATORY COMMISSION.

'PPROVED EY OM8: NO. 31544120A
5 93) .

10 CP1t 30,32,33 EXPIRES 84046

ESTIMATED BURDEN PER RESPONSE TO COMPLY WTTH THIS34,35,36,39 and 40
g

INFORMATION COLLECTION REQUEST: 9 HOURS. SUBMITTAL OF THE'

APPUCATON IS NECESSARY TO DETERMINE THAT THE APPUCANT IS
QUALIFIED AND THAT ADEQUATE PROCEDURES EXIST TO PROTECT; APPLICATION FOR MATERIAL LICENSE E2AR7''*BuESTSTOTE T**'ENFOI$* TON 3*E%"d'
'"'

MANAGEMENT BRANCH (MNBB 7714), U S. NUCLEAR REGULATORYCOMMIS$0N, WASHINGTON, DC 20$550001, AND TO THE
PAPERWORK REDUCTION PROJECT (3150 0120), OFFICE OF
MANAGEMENT AND BUDGFT, WASHINGTON. OC 20603

INSTRUCTIONS: SEE THE APPROPRIATE LICENSE APPLICATION GUIDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLICATION,
SEND TWO COPIES OF THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE SPECIFIED BELOW.
APPUCATION FOR Dl3TRIBUTION OF EXEMPT PRODUCTS FILE APPUCATONS WITH:IF YOU ARE LOCATED IN:

CMSON OF INDUSTRIAL AND MEDCAL NUCLEAR SAFETY
OFFICE OF NUCLEAR MATERIALS SAFETY ANO SAFEGUARDS ILLtHOIS, INDIANA, IOWA, MICHIGAN, MINNESOTA, MISSOURl, OHIO, OR WISCONSIN,
U S. NUCLEAR REGULATORY COMMISSON SEND APPUCATIONS 70:

WASHINGTON, DC 205550001
MATERIALS LICENSING SECTON

ALL OTHER PERSONS FILE APPUCATIONS AS FOLLOWS: A I SON, REGON W
801 WARRENVILLE RD.

IF YOJ ARE LOCATED IN: USLE, IL 60532-4351

CONNECTICUT, DELAWARE, DISTRICT OF COLUMBIA, MAINE, MARYLAND,
MASSACHUSETTS, NEW HAMPSHIRE, NEW JERSEY, NEW YORK, PENNSYLVANIA, ARKANSAS, COLORADO, IDAHO, KANSAS, LOUtSIANA, MONTANA, NEBRASKA, NEW

EHODE ISLAND, OR VERMONT, SEND APPUCATIONS TO: MEXICO, NORTH DAKOTA, OKLAHOMA, SOUTH DAKOTA, TEXAS, UTAH, OR WYOMINO,
SENO APPUCATIONS TO-

UCENSING ASSISTANT SECTON
NUCLEAR MATERIALS SAFETY BRANCH
U.S NUCLEAR REGULATORY COMMISSON, REGON I

' "
475 ALLEN 0 ALE ROAD '

KING OF PRUSSIA PA 1940& 1415

ALABAMA, PLORIDA, GEORotA, KENTUCKY, MISSISSIPPl, NORTH CAROUNA, PUERTO
TJCO, SOUTH CAROUNA, TENNESSEE, VIRGINIA, VIRGIN ISLANDS, OR WEST VIRGINIA.

ALASKA, ARIZONA, CALIFORNIA, HAWAll, NEVADA, OREGON, WASHINGTON, ANO U.S.

SEND APPUCATONS TO:
TERRITORIES AND POSSESSONS IN THE PACIFIC, SEND APPUCATIONS TO:

g7
NUCLEAR MATERIALS UCENSING SECTON RADIOACTIVE MATERIALS SAFETY BRANCH CU S. NUCLEAR REGULATORY COMMISSION, REGON # U S. NUCLEAR REGULATORY COMMIS$0N, REGION V

101 MARIETTA STREET, NW, SUITE 2900
1450 MARIA LANEATLANTA, GA 30321 0199
WALNUT CREEK, CA 94596 5368

PERSONS LOCATED IN AGREEMENT STATES SEND APPUCATIONS TO 1HE U.S. NUCLEAR REQULATORY COMMISSON ONLY IF THEY WISH TO POSSESS AND USE UCENSEO
MATET,lAL IN STATES SUBJECT TO U.S. NUCLEAR REGULATORY COMMISSION JURISDICTIONS,

1. ]$is AN APPLICATON FOR (ChecA aph fe sfum) 2. NAME AND MAluNG ADORESS OF APPUCANT (include bp code)

__
NEW LCENSEA

{ B AMENDMENT TO LCENSE NUMBER 20-12960-04G CIba Corning DlagnOStlCS Corp.
gg

_
C. RENEWAL OF UCENSE NUMBER

East Wa} OIe, MA 02032
|

3, ADORESS(ES) WHERE LCENSED MATERIAL WILL BE USED OR POSSESSED
4. NAME OF PERSON TO BE CONTACTED ABOUT THIS ;

APPUCATION |

Same as 2. Maureen T. Gillis
TELEPHONE NUMBER

508-660-4207
SUBMIT ffEMS 5 THROUGH 11 ON 81/2 X i t' PAPER. THE TYPE AND SCOPE OF INFORMATON TO BE PROVOED IS DESCRIBED N THE UCENSE APPUCATON GUOE
S RAOCACTIVE MATERIAL.

& Element and mass number, b chemical and/or physical form, and c. macumum amount 6. PURPOSE (S) FOR WHICH UCENSED MATERIAL WILL BE USED jwhch wil be possessed at any one time

7. INOVOUAL(S) RESPONSIBLE FOR RADATON SAFETY PROGRAM AND THEIR 1
'

TRAINING EXPERIENCE. 6. TRAINING FOR NOVIDUALS WORKING IN OR FREQUENTING RESTRICTED AREAS

1

9 FACIUTIES AND EQUIPMENT. 10 RADIATION SAFETY PROGRAM.

12. LEENSEE FEES (See 10 CFR f 70 and Seebon f 70 3f)
11 WASTE MANAGEMENT.

FEE CATEGORY 3K i^M " 310.00|ENCLOSEO $
13. CERTIFCATON (Must be compJohsd by apphcang THE APPLICANT UNDERSTANDS THAT ALL STATEMENTS AND REdRESENTATIONS MADE IN THIS APPUCATON ARE BINDNG

UPON THE APPUCANT. t

I

!
THE APPUCANT AND ANY OFFCIAL EXECUTING THIS CERTIFCATON ON BEHALF OF THE APPUCANT, NAMED N ITEM 2, CERTIFY THAT THis APPUCATONIS PREPARED N

A
CONFORMITY WITH TITLE 10. CODE OF FEDERAL REGULATONS, PARTS 30,32,33,34,35,36,39 AND 40, AND THAT ALL NFORMATION CONTAINED HEREIN IS TRUE APO j
CORRECT TO THE BEST OF THEIR KNOWLEDGE AND BEUEF.

d,

WARNING.18 U S C. SECTON 1001 ACT OFJUNE 25,1948 62 STAT. 749 MAKES IT A CRIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATON TO i
ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WTTHIN ITS JURISDiCTON l

iCERTIFYING OFFICER - TYPED / PRINTED NAME AND TITLE Manufacturing SIGNATURE DATE '

William A. Sartorelli, Exec. Dir. Operations PML/f(.f/ dea. 6. E14 > it

FOR NRC USE ONLY I
'

TYPE OF FEE FEE LOG FEE CATEGORY AMOUNT RECEIVED CHECK NUMBER COMMENTS |

$
APPROVED BY DATE JUL 2 5 |996 i

____ _ _ . - .. ,w=>
,

NRC FORM 313 (6-93) yffWW,, MUM 8 UNI
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Information Needed for Channe of Ownership Application
(Re: IN 89-25. Rev.1)

:

The applicant should provide the following information concerning changes of ownership or
control by the applicant (transferor and/or transferee, as appropriate):

1. The new name of the licensed organization. If there is no change the licensee should
state so.

Chiron Diagnostics Corporation - to be effective November 1,1996.

'

2. Tne new licensee contact and telephone number (s) to facilitate conununications.

The license contact will remain the same, i.e. Maureen T. Gillis, Radiation Safety
Officer at (508) 660-4207.

3. Any changes in personnel having control over licensed activities (i.e. officers of a
corporation) and any changes in personnel named in the license such as radiation safety
officer, authorized users, or any other persons identified in previous license applications

i as responsible for radiation safety or use oflicensed material. The licensee should include
information concerning the qualifications, training, and responsibilities of new individuals.

i No changes in personnel having control over licensed activities will occur.

4. An indication of whether the transferor will remain in non-licensed business without the
license.

'

Not applicable.*

1

5. A complete, clear description of the transaction, including any transfer of stocks or assets,
mergers, etc., so that legal counsel is able, when necessary, to differentiate between name
changes and changes of ownership.

Chiron Diagnostics Corporation is a wholly owned subsidiary of Chiron
Corporation,4560 Horton Street, Emeryville, CA 94608-2916 (The actual name
change will occur on November 1,1996.)

,

; 6. A complete description of any planned changes in organization, location, facility,
equipment, or procedures (i.e. changes in operating or emergency procedures).

No changes in organization, location, facility, equipment, or procedures are planned

h:\wpknrc\ amend 9604. doc
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7. A detailed description of any changes in the use, possession, location or storage of the
licensed materials.

No changes in the use, possession, location, or storage of licensed materials are |
' 'planned.

:

8. Any changes in organization, location, facilities, equipment, procedures, or personnel that
would require a license amendment even without the change of ownership.,

!

Please he advised that we have made obsolete several generally licensed products.
We wish to continue to sell the following products-

!

1

I|
PRODUCT NAME CATALOG NUMBER<

Magic T3 Component Set 472341.

Magic l-FT4 Component Set 472344 |
Magic Ferritin Component Set 472347 I.

Magic B12/ Folate Component Set 472345
# Magic Cortisol Component Set 472362.

Magic Mab TSH Combo 472385

! Magic No Boil Kit 472352
Magic Digoxin Component Set 472346:

Magic T4 Component Set 472340
Magic T3 Uptake Component Set 472342

_

i Magic l-FT3 Component Set 472375-

For your convenience, we have attached the current product labeling and
accompanying package insert with our current corporate name and address.
Discussions with Richard Gibson on 9/13/95 indicated that we could continue to use

f our current labeling and inserts for a grace period of up to one full year following
our name change. On Mr. Gibson advice, we will be submitting a second
amendment with the actual labels and inserts showing our new corporate name and
address. (Please note at that time our corporate address listed on the product
labeling and inserts will match the location of manufacture as permitted by our
NRC license 20-12%0-02.)

9. An indication of whether all surveillance items and records (i.e. calibrations, leak tests,
surveys, inventories and accountability requirements) will be current at the time of
transfer. A description of the status of all surveillance requirements and records should

'

also be provided.

All surveillance items required by the current license are up to date.

h:\wp\nrchamend9604. doc
,
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' 10. / Confirmation that all records concerning the safe and effective decommissioning of the-

facility, pursuant to 10 CFR 30.35(g),40.36(f),70.25(g), and 72.30(d), public dose; and
waste disposal by release to sewers, incineration, radioactive material spills, and on-site

J
, -

burials, have been transferred to the new licensee, if licensed activities will continue at the '*

same location, or to the NRC for license termination's.

lAll records concerning the public dose, waste disposal by release to sewers,
incineration, radioactive materials spills will continue as currently performed (i.e.
will be maintained by Chiron Diagnostics Corporation.)

:

11. A description of the status of the facility. Specifically, the presence or absence of
contamination should be documented. If contamination is present, will decontamination
occur before transfer? If not, does the successor company agree to assume full liability for
the decontamination of the facility or site?

! As the licensed use of radioactive material is still planned decontamination will not
occur. Chiron Diagnostics Corporation agrees to assume resp (msibility for
decontamination at the facility.

e

12. A description any decontamination plans, including financial assurance arrangements
of the transferee, as specified in 10 CFR 30.35,40.36 and 70.25. This should include
information about how the transferee and transferor propose to divide the transferor's I

assets, and responsibility for any cleanup at the time of transfer. )
;

i

Given that our possession limits are less than the thresholds, decontamination plans )
are not required by regulation. |

13. Confirmation that the transferee agrees to abide by all commitments and representations
previously made to NRC by the transferor. These include, but are not limited to: main-

: taining decommissioning records required by 20 CFR 30.35(g), implementing decontam-
ination activities and decommissioning of the site, and completing corrective actions for

i open inspection items and enforcement actions. l

Chiron Diagnostics Corporation agrees to abide by all license conditions.

With regard to contamination of facilities and equipment, the transferee should confirm in
writing, that it accepts full liability for the site, and should provide evidence of adequate
resources to fund decommissioning; or the transferor should provide a commitment to
before change of control or ownership.

See item 11.

With regard to open inspection items, etc. the transferee should confirm, in writing, that
it accepts full responsibility for open inspection items and/or any resulting enforcement
actions, or the transferee proposes alternative measures for meeting the requirements, or
the transferor provided a commitment to close out all such actions with NRC before
license transfer.

There are no open inspection items.

h:\wpNnrchamend9604. doc
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14. Documentation that the transferor and transferee agree to the change in ownership or
'

control of the licensed material and activity, and the conditions of transfer; and the
-

*

transferee is made aware of all open inspection items and its responsibility for possible
.

resulting enforcement actions.'

See item 13.

15. A commitment by the transferee to abide by all constraints, conditions, requirements,
representations, and commitments identified in the existing license. If not, the transferee,

must provide a description of its programs, to ensure compliance with the license and
regulations.

,

Chiron Diagnostics Corporation agrees to abide by all constraints, conditions,
requirements, representations, and commitments identified in the existing license.

:

;

;

i

1

1

i

)

)

)

J

/

h:\wpWciamend9604. doc
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: INFORMATION FROM LTS
: BETWEEN: : --------------------

:
'LICENSElFEE MANAGEMENT' BRANCH, ARM : PROGRAM CODE: 03244 J

AND' : STATUS CODE: O.
REGIONAL LIC ENSING SECTIONS : FEE CATEGORY: 3K-

: EXP.'0 ATE: 20011130 ;

: FEE COMMENTS: |_____________________

: DECOM FIrl ASSUR REQD: N ,

: : : : ::: : :: : :: : : : : :: :: :: : : :: : : :: : :: :: ::
4

-

LICENSE FEE TRA NSHITTAL' '

, A '. REGION

1. . APPLIC ATION ATTACHED
A PPLIC ANT / LICE NSEE: ~CISA CORNING DIAGNOSTICS CORP.-

R ECEI V ED . D A T E : 960725
' - 00CKET fio: 3010007'

: CONTROL NO.: 123492-

LICENSE NO.: 20-129 60-04 G
ACTION TYPE: AMENOMENT,

2.- FEE ATTACHED,

AMOUNT:' ____ ____
i . CHECK NO.: w

__!_._____,

: 3. COMMENTS-
i cxc4 .zt w Gw3*L / 0M/. g gp i__ _ _ _ j_ , F ;-SIGNED

_ _ _ _ _ _ .7/2.c7.1/_ _ _' _ _ _ _ _ _ _ _
'

0 ATE
;

I '

.B.' LICENSE FEE MANAGEMENT BRANCH (CHECK WHEN MIL E STONE 03 'IS ENTERED / /)

1. FEE C ATEGORY ' A D. AMOUNT: 2G_'_________________________ 3#-N

4' !

i 2.; CORRECT-FEE PAID. AP LIC ATION M AY BE' PROCESSED FOR: I
# AMENDMENT i

-RENEWAL. _~[[[[[[[[[[[[[
,i , LICENSE ______________

3. -OTHER ____ _,_____________________________

1__________________________________

SIGNED ____ _____________________
DAT.g ___________ _____________________

tw_____ __ _f__ Z______
nemu._____..__________
ChekNo. bsif(,qf] & *||'& 6

|
63jo%o ar _gf.

D + w JA _ _ _ _ _ _ _ _ _ _ _ _ /13 ff / {
Ti I ' * ' , A7tg q _ _ _ _ _ _ _

_
i

' ' * * R SC'd _ _ J p ' _ _ _ _ _ _ g* ^ +

u. v: r.;mu)_
___________ ,

4___________d4_______ '
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