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MATERIALS LICENSE Amendment No. 23 "
Pursumt to the Atonne BEncegy At of 1954, as amended, the nergy Reorgamizanon Aot of 1974 tPublic Law 934380, and Title 10, Code ol :
Federal Regulations, Chapter 1 Parts 30, 3132, 33,34, 35, 3. 30 40, and 70_and rehance on statements and representations heretotore made o

by the Bieensee, a license 1s hereby issued authorzing the licensee 1o recenne avguirie, possess, and transtor by product. source, and spectal nudlear
material destpnated below o use such material tor the purposets) and at the placers) designated below o deliver or transfer such matenal t ¢
perseos authanized o recerve tm accordance with the regulations of the apphicable Partis). This hicense shall be deemed to contain the conditions ?’
specitied an Section TR of the Atamic taerey Act of 1954, as amended, and s subiect 1o all apphicable rules. regulations. and orders of the #
Soviewr Regulatony Comission aos o hereatter in effect and to ans condit spes thied below [“f'“"";' REARTN POV .
i ie i lon w o & &
" "
Licensee In accordance with the letter dated e
July 23, 1996, ¢
F.Chiron Diagnostics Corporation Vlwense Number 20-12960-02 1s amended in ¢
1ts entirety to read as follows: .
-
2 333 Coney Street .
East Walpole, Massachusetts 02032 4 Exprration Date October 31, 2004 ¢
LRI . 4 &
5 Docket o A
; - - R\‘lL‘lL'_IL\_L: No 030-09001 _ . A :
6. By product, Source, and/on 7. Chenneal and/or Physical 8. Maximum Amount that Licensee ..
Special Nuclear Mutenal Form May Possess at Any One Time ki
Under This License .
Hydrogen 3 A. Any A. 10 millicuries .
. Carbon 14 B. Any E. 10 millicuries .
Phosphorus 32 C. Any C. 40 millicuries .
Phosphorus 33 D. Any D. 40 millicuries .
Sulfur 35 E. Any E. 20 millicuries f
lodine 125 F. Any F. § curies #
lodine 129 G. Ary G. 1 microcurie g
- Authorized use AT - U - :
through E. Researc! i:d development as defined in 10 CFR 30.4. :
Research and deveiupment as defined in 10 CFR 30.4; manufacture of radioimmunoassay 8
kits. Packaging and distribution of manufactured radioimmunoassay kits to persons .
authorized to receive the licensed material pursuant to the terms and conditions of 5
specific 1icenses issued by the U.S. Nuclear Regulatory Commission or any Agreement "
State. 8
G. Calibration source. "
e R = T it ~ CONDITTONS N NI Y Rl S :
10, Licensed material may be used only at the licensee's facilities located at 333 Coney :
Street, East Walpole, Massachusetts. .
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NRC FORM 3744 Uus LEAR REGULATORY COMMISSION : ; ~§ -,
7 84 4 A
|
\’Al'ki‘\l.sll( ’\\l Docket or Reference Number
SUPPLEMENTARY SHEET 030-0900]
“J v i
Amendment No. 23
ntinued) CONDITION
A censed materia ha be used by or under the upervision of AM¢ A
dwrence 1P| Michae 10nnNe¢ K hard Martinell Uri Pirar
W | 1an A artnri robert ‘:' )i and nn wr'd'“
nsed ria tod P £ ai nlv authos } Taa o i
¢} § } § fav &5 s
:‘ ’., Y or ',!1t_ ] ar { F
Rona ' lodine 125 and lodine 129
Michael Maced lodine 125 and Indine 129
],(v »;P FAQY "1 v:', ne ikt_l ' und ‘J nonve ‘ 1.. t { {
1 1 1 25 4 .
James Dy lodine 125 bound to nonvolatile comg
A " " S
Bertha Ase ne 1odine 125 1n unopened prepackaged ir
kit
5. é ; P
ratr ¥ eary iodine 125 ir unopened prepackaqged i1
kit
n M ; 2 1 ¢
hn Monaha nydroger; 3, Carbon 14, Phosphor ‘
Phosphorus 33 | fur 35, lodine 12%
prepackaged 1 vitro Kits, and lodine
r { 4 - | . [ »
i i d .."" Hydr jer v 3 rd't I .: }Fl”\;!" A &
Phosphorus 33, Sulfur 35, ludine 125
prepackaged in vitro kits, and lodine
David Sharpe nydrogen 3, Carbon 14, Phosphorus 32.
dhaenh c 2 ! 1 § s
Phosphorus 33, Sulfur 35, Jodine 125
prepackaged in vitro kits. and lodine
rrepackaged in vity K11 may De used by r under the Ipervi r 1
naividau w! nave received the training de riped ir etter ted
Marct 2] ] 04
he Radiatior 1 fety ff er for tt 1cCense 13 Maureen 7
or . r t oy ha ' t he or r ¥ 0or nu 3 Né T
N ey (=Y - na r 1S € or ed 1tTer a r 4 fa : :“ ,j' Y where A
[ [ ¢ £ X .L‘ \ DY Y i tr r'w § Dy [ ' nailt ! T 11! ense¢
he o Y- autt Y zed t trar ¥ vt or ed matery F a rdar c witth
f . r 1 rR Part 71. Pack ng and Trar portatior I Kad active Ma
L 1 d ' ) o 1 ' ' 1] ¥ r i y y T v
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| 20-12960-02
MATER]ALQ 'al(‘l'.N’Sl'. [ Docket or Reference N_;n\h'r
SUPPLEMENTARY SHEET L- - 030-09001
[ Amendment No. 23
| (Continued) CONDITIONS

16. Tne liceniwie 15 authorized to hold radioactive material with a physical half-life of

less than 65 days and Sulfur 35 for decay-in-storage before disposai in ordinary
trash, provided:

A. Waste to be disposed of in this manner shal) be held for decay a minimum of ter
half-lives.
B. Before disposal as ordinary trash, the waste shall be surveyed at the container

surface with the appropriate survey instrument set on its most sensitive scale
and with no interposed shielding to determine that its radioactivity cannot be
distinguished from background. A1)l radiation labels shall be removed or
obliterated.

C. A record of each such disposal permitted under this License Condition shall be
retained for three years. The record must include the date of disposal, the
date on which the byproduct material was placed in storage, the radionuclides
disposed, the survey instrument used, the background dose rate, tre dose rate
measured at the surface of each waste container, and the name of the individual
who performed the disposal.

17. Radioactive waste generated shall be stored in accordance with the statements.
representations, and procedures included with the waste storage plan described in the
Ticensee's application dated March 21, 1994,

| 18. Except as specifically provided otherwise in this license, the licensee shall conduct
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 unless the statements,
representations, and procedures in the licensee’s application and correspondence are
more restrictive than the regulations.

Application dated March 21, 1994
Letter dated September 11, 1994
Letter dated September 22, 1994
Letter dated July 23, 1996

cCOoOomm>>»

For the U.S. Nuclear Regulatory Commission

Original Signed By:
By John R. McGrath
NucTear Material. Safety Branch
Region |
King of Prussia, Pennsylvania 19406




Maureen T. Gillis

Radiation Safety Officer

Chiron Diagnostics Corporation

333 Coney Street

East Walpole, Massachusetts 02032-1597

Dear Ms. Gillis:

This refers to your license amendment request. Enclosed with this letter are
the amended licenses. Please note that as part of these amendments, in
accordance with 10 CFR 30.3¢, 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
and fully implement all the conditions incorporated into the amended licenses.
If there are any errors or questions, please notify the U.S. Nuclear
Regulatory Commission, Region I Office, Licensing Assistance Team,

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

Thank you for your cooperation.

Sincerely,

Original Signed By:
John R. McGrath

John R. McGrath
Senior Health Physicist
Division of Nuclear Materials Safety

License Nos. 20-12960-02
20-12960-04G
Docket Nos. 030-09001
030-10907
Control Nos. 12349]
123492

Enclosures:

Amendment No. 23
Amendment No. 07

OFFICIAL RECORD COPY ML 10




DOCUMENT NAME: R:\WPS\MLTR\L2012960.02

To receive a copy of this document, indicate in the box: "C" = Copy w/o attach/encl "E" « Copy w/ sttach/encl "N = No copy

OFFICE ONMS/RI . | NJONMS/RI
| NAME McGrath AR I
HDATE 09/24/96" 09/ /9 09/ /9% 09/ /96 Jl

OFFICIAL RECORD COPY
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C'BA'CORN'NG * Ciba Corming Diagnostics Corg

p

333 Coney Street

East Walpole, Massachusetts 020321597
felephone 508-668-5000

ax 508-668-4591

- ofeo!
<
July 23, 1996 o 2

Licensing Assistant Section

Nuclear Materials Safety Branch

U. S. Nuclear Regulatory Commission, Region 1
475 Allendale Road

King of Prussia, PA 19406-1415

To Whom It May Concern,

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

Thank you,
Sincerely,
NS0 ’

Maureen T, Gillis
Radiation Safety Officer

123491

OFFICIAL RECOAD COPY il 10
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APPROVED BY OMB. NO 31800120
EXPIRES 6-30-9¢

ESTIMATED BURDEN PER RESPONSE TO COMPLY WITH ™IS
INFORMATION COLLECTION REQUEST § HOURS SUBMITTAL OF THE
APPLICATION IS NECESSARY TO DETERMINE THAT THE APPLICANT IS
QUALIFIED AND THAT ADEQUATE PROCEDURES EXIST TO PROTECT
THE PUBLIC HEALTH AND SAFETY FORWARD COMMENTS
REGARDING BURDEN ESTIMATE TO THE INFORMATION AND RECORDS
MANAGEMENT BRANCH (MNBB 7714), US NUCLEAR REGULATORY
COMMISSION, WASHINGTON, DC 208550001 AND TO THE
PAPERWORK REDUCTION PROJECT (3150.0120) OFFICE OF
MANAGEMENT AND BUDGET WASHINGTON DC 20503

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,

NRC FORM 313 u.s.

(6.93)
10CFR 30, 32 33
3435 38 30 and 40

LEAR REGULATORY COMMISSION

APPLICATION FOR MATERIAL LICENSE

APPLICATION FOR DISTRIBUTION OF EXEMPT PRODUCTS FILE APPLICATIONS WITH: IF YOU ARE LOCAYED IN
DIVISION OF INDUSTRIAL AND MEDICAL NUCLEAR SAFETY ILLINOIS, INDIANA, IOWA, MICHIGAN, MINNESOTA, MISSOURI, OHIO, OR WISCONSIN,
OFFICE OF NUCLEAR MATERIALS SAFETY AND SAFEGUARDS SEND APPLICATIONS TO
U'S NUCLEAR REGULATORY COMMISSION
WASHINGTON, DC 20555.0001 MATERIALS LICENSING SECTION
U S NUCLEAR REGULATORY COMMISSION, REGION |l
ALL OTHER PERSONS FILE APPLICATIONS AS FOLLOWS 801 WARRENVILLE RD
IF YOU ARE LOCATED IN LISLE 1L 80532-4351
CONNECTICUT, DELAWARE, DISTRICT OF COLUMBIA, MAINE, MARYLAND. ARKANSAS, COLORADO, IDAHO, KANSAS, LOUISIANA, MONTANA, NEBRASKA NEW
MASSACHUSETTS, NEW HAMPSHIRE, NEW JERSEY, NEW YORK, PENNSYLVANIA, MEXICO, NORTH DAKOTA, OKLAHOMA, SOUTH DAKOTA, TEXAS, UTAH, OR WYOMING
RHODE ISLAND, OR VERMONT, SEND APPLICATIONS TO SEND APPLICATIONS TO
. i e uconsng secron of
; AR REGULATORY < I
U'S NUGLEAR REGULATORY COMMISSION, REGION | :f g&%:»::z AE;;’I;E Cs):ng ey PR L . O q
73 ALLENDALE ROAD ARLINGTON, TX 76011-8084 o e
KING OF PRUSSIA PA 18408.-1415
ALABAMA, FLORIDA, GEORGIA, KENTUCKY, MISSISSIPP|, NORTH CAROLINA, PUERTO ALASKA, ARIZONA, CALIFORNIA, HAWAII, NEVADA, OREGON, WASHINGTON, AND U §
RICO, SOUTH CAROLINA, TENNESSEE, VIRGINIA, VIRGIN ISLANDS, OR WEST VIRGINIA, TERRITORIES AND POSSESSIONS IN THE PACIFIC, SEND APPLICATIONS TO
SEND APPLICATIONS TO
NUCLEAR MATERIALS LICENSING SECTION RADIOACTIVE MATERIALS SAFETY BRANCH
U NUCLEAR REGULATORY COMMISSION, REGION Il U S NUCLEAR REGULATORY COMMISSION, REGION V
101 MARIETTA STREET, NW, SUITE 2900 1450 MARIA LANE
ATLANTA GA 30323.0198 WALNUT CREEK CA 94596.5388
PERSONS LOCATED IN AGREEMENT STATES SEND APPLICATIONS TO THE U.S. NUCLEAR REGULATORY COMMISSION ONLY IF THEY WISH TO POSSESS AND USE LICENSED
MATERIAL IN STATES SUBJECT 10O |/ § NUCLEAR REGULATORY COMMISSION JURISDICTIONS
1 THIS IS AN APPLICATION FOR (Check appmpniate item) 2 NAME AND MAILING ADDRESS OF APPLICANT (include Zip code)
NEW LICENSE Ciba Corning Diagnostics Corp.
AMENDMENT T0 LICENSE NUMBER ___ 20=12960~-02 333 Coney Street
RENEWAL OF LICENSE NUMBER East Walpole, MA 02032
3 ADORESS(ES) WHERE LICENSED MATERIAL WILL BE USED OR POSSESSED 4 NAME OF PERSON TO BE CONTACTED ABOUT THIS
APPLICATION
Same as 2. Maureen T, Gillis

TELEPHONE NUMBER

508-660-4207

SUBMIT ITEMS 5 THROUGH 11 ON B-172 X 11" PAPER  THE TYPE AND SCOPE OF INFORMATION TO BE PROVIDED IS DESCRIBED IN THE LICENSE APPLICATION GUIDE
5 | RADIOACTIVE MATERIAL

& Element and mass number b chemica' andior physical form and ¢ mapimum amount 6 | PURPOSE(S) FOR WHICH LICENSED MATERIAL WILL BE USED
which will be possessed at any one ime

4 INDIVIDUAL(S) RESPONSIBLE FOR RADIATION SAFETY PROGRAM AND THEIR
TRAINING EXPERIENCE 8 TRAINING FOR INDIVIDUALS WORKING IN OR FREQUENTING RESTRICTED AREAS

# | FACILITIES AND EQUIPMENT 10 | RADIATION SAFETY PROGRAM

12 | LICENSEE FEES (See 10 CFR 170 and Section 170 31)
AMOUNT C 5
FEE CATEGORY 3B | enciosen 3 280.00
13 | CERTIFICATION (Must be completed by appicant) THE APPLICANT UNDERSTANDS THAT ALL STATEMENTS AND REPRESENTATIONS MADE (N THIS APPLICATION ARE BINDING
UPON THE APPLICANT

THE APPLICANT AND ANY OFFICIAL EAECUTING THIS CERTIFICATION ON BEMALF OF THE APPLICANT NAMED IN ITEM 2 CERTIEY THAT THIS APPLICATION IS PRE PARED IN

CONFORMITY WITH TITLE 10. CODE OF FEDERAL REGULATIONS. PARTS 30 32, 33 34 35 36 30 AND 40 AND THAT ALL INFORMATION CONTAINED HEREIN 1S TRUE AND

CORRECT TO THE BEST OF THEIR KNOWLEDGE AND BELIEF

WARNING 18 US C SECTION 1001 ACT OF JUNE 25 1945 82 STAT 740 MAKES 1T A CRIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT OF REPRESENTATIONTD

ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN IT5 JURISDICTION

CERTIFYING OFFICER - TYPED/PRINTED NAME AND TITLE - SIGNATURE DATE
Manufactyring

pilliam A, Sartorelli, Exec. Dir.?fperat lons Wolleo G a él(/(' /2> /%6
FOR NRC USE ONLY

11 | WASTE MANAGEMENT

TYPE OF FEE FEE LOG FEE CATEGORY | AMOUNT RECEIVED CHECK NUMBER | COMMENTS > L ;(’1
1234
$
APPROVED 8Y DATE TR T O e
UL 29 199

.2 ar .11 B_Ar -\
NRC FORM 313 (6.43) Citavi [ J PRINTED ON RECYCLED PAPER
i b




n w icatio
(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 ttansferee, as appropriate):

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

Chiron Diagnostics Corporation - effective November 1, 1996,

The new licensee contact and telephone number(s) to facilitate communications.

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

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

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

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

Not applicable.
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 Corpora « n is a wholly owned subsidiary of Chiron
Corporation, 4560 Horton St: ., Emeryville, CA 94608-2916.

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.

hAwp\nrc\amen9602.doc



10.

11

12.

e @ 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. We will continue up to November 1, 1997 to use our current stock of labels
and package inserts for our RIA products sold to specific licenses.

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

We would like to request a change in our survey and inspection frequency for
solidified and dry solid wastes in storage-for-decay. Rather than a biannual survey
and quarterly inspection/inventory, we would like to conduct a biannual
survey/inspection/inventory for these wastes,

An indication of whether all surveillance items and records (i.e. calibrations, leak tests,
surveys, inventories and accountability requirements) wiil 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 curren? iicense are up to date,

Confirmation that all records concerning the safe and effective decommissioning of the
facility, pursuant to 10 CFR 31.35(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
burials, have been transferred to the new licensee, if licensed activities will continue at the
same location, or to the NRC for license termination.

All 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.)

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 responsibility for
decontamination at the facility.

A description a . ontamination plans, including financial assurance arrangements
of the transferee, us 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
assets, and responsibility for any cleanup at the time of transfer.

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

hAwp\nrc\amen9602.doc
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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
open inspection items and enforcement actions.

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.

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.

h\wp\mc\amen9602.doc
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‘ - : (FOR LFMS USE)
| 3 INFORMATION FROM LTS
Lxceuss FEE MANAGEMENT BRANCH, ARM : PROGRAM CODE: 03214
AND : STATUS CODEs O
REGIDNAL LICENSING SECTIONS : FEF CATEGORY: 38
| : EXP, DATE: 20041031
s FEE COMMENTS: NOT BROAD
: DECOM FIN ASSUR REQD: N
LICENSE FEE TRANSMITTAL
A. REGION =z
1. APPLICATION ATTACHED iy
ApPLICANT/LICENSEE: CIBA CORNING DIAGNOSTICS CORP, 3
RECEIVED DATE: 260725 pe
DOCKET NDg 3009001 ¢
CONTROL NO.: 123491 "
LICENSE NO.: 20=12960=02 s
ACTION TYPE: AMENDMENT
2. FEF ATTACHED {5
AMDUNT : ‘R_{_o_ i ‘A
CHECK ND.: 00/l6%. -
3, COMMENTS
404 /0P8 SIGNED __ --:’.’ dohier
DlrE -------- “--.--------
Be LICENSE FEE MANAGEMENT RRANCH (CHECK WwHEN MILESTONE O3 IS ENTERED /&fi)

1., FEF CATEGORY AND ampunt: 38 £ 530

-~

2+ CORRECY FEE PAIDe _APPLICATION MAY BE PROCESSED FOR:
| AMENDMENT

RE"E“At -~
3. OTHER

| SIGNED
| DATE

‘[ A -

| Date {




