R T R T D LT g ey i e e e el ie e e T e e

= ] |
N U5 NUCLEAR REGULATORY COMMISSION PAGE - OF _ ___2‘_“___ PAGES ‘
MATERIALS LICENSE Amendment No. 06

Pursuant (o the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438;, and Titie 10
Cinde of Federa! Regulations, Chapter [, Parts 30, 31, 32, 33, 34, 35, 39, 40 and 70, an in reliance on statements and representations heretofore
made by the licensee. a license is hereby issued authorizing the licensee 10 receive. scquire, possess. and transfer byproduct. source, and special
nuclear material designated below . to use such material for the purposeis) and at the placeis) designated below , to deliver or transfer such material
1o persons authorized 1o receive it in accordance with the regulations of the applic able Partis) This license shall be deemed 10 contain the conditions
specified in Section 183 of the Atomic Energy Act of 1954, as amend. «f . and 15 subject 1o al! applicable rules. regulations and arders of the Nuclear
Regulatory Commussion now or hereafter in eflect and 10 any conditions specified below
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Usentes In accordance with application dated

| January 9, 1992,

1 DIANON Systems, Inc. ' 3 License number 06-23655-01 1s amended 1in
its entirety to read as follows:

'

| 2. 200 Watson Boulevard p——— - e
| Stratford, Connect cut 06497 4 Expiration dat: November 30 1997
& " Docketor P o vt AR L S
BN B kL b L , Wl Reference No 039 29575 oo 7
6. Ryproduct, source, and/or 4 (hcru.aur.u ot prm al h Muxmum amuur! xhal licensee
special nuclear matenal form may possess at any one time

ander this license

10 millicuries

| A. Hydrogen 3 A. Any
| 30 millicuries

8 B. lodine 125 B. Prelabelled

' radioimmunoassay kits,
proteins, or organic

| compounds

N 9 Ruthorized use T T T e T e ¢ Sl

o >

A, and B. For use in in vitro diagnostic testing.
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10. Licensed material may be used oniy at the licensee's facilities at 200 Watson
Boulevard, Stratford, Connect*icut.
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11. A. Licensed material shall be used by, or under the cupervision of, Phillenore D.
Howard, Ph.D.
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B. The Radiation Safety Officer for this license is Phillenore 0. Howard, Ph.D.

12. The licensee shall not use licensed material in or on human beings or in field
applications where activity is re’~ased exrent as provided otherwise by specific
condition of this license.

13. The licensee is authorized to hold radioactive material with a physical half-life of
less than 65 days for decay-in-storage before disposal in ordinary trash provided:
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A. Radioactive waste to be disposed of in this manner shall be held for decay a
minimum of 10 half-lives.
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Before disposal as normal waste, radioacrtive waste shall be surveyed to determine
that its radioactivity cannot be dist’nguished from background. All radiation

labels shahlnbp gepoved or obliteratec.
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License number 1

MATERIALS LICENSE | 06-23655-01 —

SUPPLEMENTARY SHEET v‘kf)_c;c'k'eul"m‘ Keference number
030-29575
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_Amendment No. 06

(Continued’ CONDITIONS

18. Except as specifically p-ovided otherwise 1in 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 statementis,
representations and procedures in the licensee’s application and correspondence are
more restrictive than the regulations. .
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A. Letter dated April 25, 1989

w B. Application dated January 9, 1992 ;
o i
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For the U.S. Nuclear Regulatory Commission

O ! Sianed By:
K own, Ph.D
By
NE NucTear Materials Safety Branch
Region |

King of Prussia, Pennsylvania 19406 -
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DIANON Systems, Inc.

3.
We wish you success in operating a safe and effective licensed program.

Sincerely,

Qrininel Signed By:

Ki Erown, Ph.D

Keith D. Brown, Ph.D.

Nuclear Materials Safety Branch

Division of Radiation Safety
and Safeguards

Enclosures:
1. Amendment No. 06

2. Requirements for Materials Licensees
3. NRC Forms 3 and 313
4. 10 CFR Parts 2, 19, 20, 30 and 170
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Docket No. 030-29575
License No. 06-23655-01
Control No. 115992

Dianon Systems, Incorporated

ATTN: Phillenore D. Howard, Ph.D.
200 Watson Boulevard

Stratford, Cohnecticut 06497

Dear Dr. Howard:
SUBJECT: LICENSE RENEWAL APPLICATION

This is to acknowledge receipt of your application for renewal of material(s)
license identified above. Your application is deemed timely filed, and
accordingly, the license will not expire until final action has been taken

by this office,.

Any correspondence regarding the renewa)l application should reference the
control number specified above,

Sincerely,

Crigingl Sigmed By:
Sher] Villar
Sheryl Villar, Chief
Licensing Assistant Section

Division of Radiation Safety
and Safeguards
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NRC Sonw 313 US NUCLEAR REGULATORY COMMISSION BY OME NO 21800120
_ PIMES 2 3080
;:t;u“r:af " ESTIMATED BURDEN PER BESPONSE 10 LOMPLY WITH THIL

INEORMATION COLLECTION REQUEST )28 HRS FORWARD
COMMENTS BEGANMDING BURDIN SRTINATE 1O THE iné OB
U'S, NuCLEAR ALGUL ATORY COMMIBRION. MASIMGTON O
SN A | ot
APPLICATION FOR MATERIAL LICENSE N I O R e b
g‘.)ol!*gl FICE OF MANAGEMENT &N BUDGEYT WARMINGTON
P 3

INSTRUCTIONS: SEE THE APPROFRIATE LICENSE APPLICATION GUIDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLICATION SEND TWO COPIES
OF THE ENTIRE COMPLETED APPLICATION YO THE NRC OF FICE SPECIFILD BELOW

APPLICATIONS POR DISTRIBUTION OF EXEMPT PRODUCTS FILE AFPLICATIONS WITH W YOU ARE LOCATID IV
VS NUCLEAR REGULATOR Y COMMISSION ILLINOS INDIARA 1OWA MICHIGAN MINNEROTA MIBROURI OMI0 DR
DIVISION OF INDUSTRIAL AND MEDICAL NUCLEAR SATETY NMSS WISCONSIN BEND APFLICATIONS TO

WASHING TON DO J065%
VS NUCLEAR REGULATOR Y COMMISSIDN BT GION 11
ALL OTHER PERSONS FiLE APPLICATIONS AS FOLLOWS IF YOU ARE MATESALS LICENSING SECTION

LOCATED N 99 WOUSEVELT RUAD

GLEN BLLYN 1L 80117

CONNECTICUT. DELAWARE. DISTRICTY 0' COLUMBIA MAINE MARYLAND

MASSAC JERBEY NEW YORK. PENNEYLVANIA ARKANSAS COLORADD 10AMO X ANGAS LOUIS ANA MONTANA MEBRASE A
RHODE BLAND OR YERMONT SEND Amu:um TG NEW MEXICO NORTH GAKOTA OKLAHOMA BOUTH GAKOTA TEXAS UTAM
OF WYOMING SEND APPLICATIONS 10
U5 NUCLEAR SEGULATORY COMMIBSION REGION |
NUGLEAR MATERIALS BAFETY SECTION B US NUCLEAR REGULATORY COMMISSION REGION IV
4’5 ALLENDALL ROAD MATERIAL RADIATION PROTECTION SECTION
KNG OF PRUSSIA PA 1540 811 RYAN PUASA DRIVE, BUITE 1000
ARLINGTON T2 76011
BAMA FLORIDA GEORGIA KENTUCKY MISKISBIPP NORTHM CARDLINA
m"o RICO BOUTH CAROLINA TENMESSEE VIRGINIA VIRGIN IBLANDS. OR ALASEA ARIZONA CALIFORNMIA HMAWAI NEVADA ONEGON WARMINGTON
WEST VIRGINIA. SEND APRLICATIONS TO AND U S TERRITORIES AND POSEESSIONS IN THE PACIE IC BEND APPLICATIONS
o
Ul NUCLEAR REGULATORY COMMISSION REGION |
MUCEAR MATERIALS SAFETY BECTION U S NUCLEAR REGULATORY COMMISRION B GIOK V
N1 MANTETR STIRET. SINIT 300 NUCLEAR MATERIALS SAFETY BEC TON
ATLANTA GA X0 VARG MARIA LANE SLITE 20

WALNUT CREER CA Rttt

PERSONS LOCATED IN AGREEMENT STATES GEND APPLICATIONS YO THE U NUCLEAR REGULATORY COMMIBEION ONLY IF THEY wOlN 1O PORSESS AND USE LICENSED MATERIAL
INETATER SUBJECT TO US NUCLEAR REGULATORY COMMISRION JURISDICTION

Y THIS 13 AN APPLICATION FOR [Chech aormoriss (1 I NAME AND MAILING ADURESS CF APPLICANT (inciude 21 Code
A MEW LICENSE DIANON Systems, Inc.
§ AMENDMENT YO LICENSE NUMBES 200 Watson Boulevard

X1 ¢ RENEWAL OF LICENSE NUMBEN Qﬁ:23ﬁ5ﬁzﬂl_ o Stratford » CT 06497

1 ADURESSIES WHERE LICENSED MATERIAL WiLL BE USED OF POSSESSED

200 Watson Boulevard
Stratford, CT 06497

4 NAME OF PERSON Y0 BE CONTACTED ABOUT THIS APPLICATION l'& LEPHONE NUNMBER

Phillenore D. Howard 203-381-4023

SUBMIT ITEME & TwsOUGH 11 ON % o 11 PAPEH THE YYPE AND SCOPE OF INFORMATION TO BF PROVIDED 15 DESCRIBED N THE LICENSE APF ICATION GUIDE

§ BADMOACTIVE MATERIAL

8 Eement ana mas number B Chomecal 80bi0r Ry cEt B BNE € NG g | 6 PURPOSE(S) FOR WHICH LICENSEDMATERIAL WL L &8 USED
WARE will tie possesiec 90 80y Gt |ime

LA | WIDUA 1 R L RADATION SAFETY PRy oA A} L
R SIat S EEeona SO I AR OS SRR Y E N ENGRIAN S5 Trest B TRAINING FOR INDIVIDUALS WORK ING IN OF FREDUENTING RESTRICTED AREAS

£ FADILITIES AND EQUIPMENT 10 RADIATION SAFFEY ¥ PROGHAW

12 CICENSET FEES (Sew 1O CFA 170 ane Sectiwe 170 31)
11 WASTE MANAGEMENT AMOUNT
FEE CATEGORY 3P encioste § 500,00

1] CERTIICATION Muir B compmed Dy aoaiwent’ THE APFLICANT UNODERSTANDS THAT ALL STATEMENTS AND REFRESENTATIONS MADE N ToS APRLICATION ARG
BINDING UPON THE AL anT

THE APPLICANT AND ANY OFFHOAL EXFCUTING THIS CERTIFICATION ON BESALEF OF THE APPLICANT NMAMED IN ITEM ) CERTIEY THAT THis APRLICATION 1S
PREFARED IN CONFORMITY WITK TITLF 10 CODE OF EDERAL AEGULATIONS PARTE 30 32. 51 34 35 AND 40 AND THAT ALL INFORMATION CONTAINED HERE N
15 TRUE AND CORRECT 1O THE BEST OF TwEth xNOWLEDGE AND GELIEF

WARNING IEUSE SECTION 1001 ACT OF JUNE 2% 1548 67 STAT M40 MAKES (T A CRIMINAL OFFENSE TOMAKE AWILLFULLY FALSE STATEMENT OB HEPRESENTATION
TO ANY DEPARTMENT DR AGENCY OF Trt UNIYED STATES AS TO ANY MATTER WiTHIN ITS JURISDICTION

s‘vbNA'uﬂl;CllYnfva DOHCQI; ‘[vnwmmmm NAME Ihnl Vice pY‘F’S iden t lmu
ol et .JB#;HN,“( Phillenore D. Howard Laboratory Ooerat1ons I/i/yg_
FOR NRC USE ONLY
TYRL OF FEE FEE LOG ;| FEE CATRGORY COMMENTS
g st Bniy = ¥
Maowq RECEIVED CHECK NUMBER
2y %
APEROLE O WY [ﬁ'-'r‘t—“-‘ e R e
I- o P 5 [ XA y, -
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Attachment to Application for renewal. License #06-23655-01

Radicactive Material
a. Hydrogen 3
Iodine "25
b. Covalently bound to proteins or steroids for use in radiocimmuncassays.
- 10 millicuries of tritium and 20 millicuries of I1-125 is the maximum
which will be possessed at any one time,

Isotopes are used for in vitro diagnostic tests.

Phillenore D. Howard, Ph.D.

Laboratory Director

Twenty-five years of experience using radiolabelled proteiis and steroids in
radioimmunocassays for diagnostic purposes.

Ph.D. from Washington University, St. Louis.

Clinical laboratory experience at the University of Texas Medical School in
San Antonio, The Reference Laboratory in Albuguerque, New M .= o (5 years),
and six years in the present position.

All personnel who use the tracer materials are medical technicians,
technologists, or clinical chemists and have received trainirg in the use of
radiolabelled products. A complete safety manual is maintained. New
employees are given verbal and written instructions. TLD badges are used,

Radioactive material and kits are stored in appropriately labeled
refrigerators. All testing is done in one location. Detection is by gamma
counters (ICN/Micromedics model 10/600 Plus) and Beckman Scintillation
Counter, Berthold LB1210B Geiger counter is used to monitor hands at the
end of a work shift and to scan for contaminated work areas. This counter
is calibrated annually by NDL, Inc.

The Radiation Safety Program consists of written instructions and verbal
instructions of new personnel. TLD badges are used from Thermoanalytical,
Inc./Eberline, Albuguerque, New Mexico. Badges are exchanged quarterly and
records are kept on all employees using radiocactive material. Latex gloves
are used at all times. At the end of a work shift, employees monitor their
hands after washing and record this activity. Wipe tests of all work areas
are performed regularly. Millicurie amounts of radiocactivity are not used
by any employee and, thus there does not appear to be a need for bicassay.

Solid waste containing 1-125 is held in a trailer at the rear of the
laboratory for a minimum of 10 half-lives. Before disposal as normal waste,
radicactive waste is surveyed to guarantee that its radicactivity cannot be
distinguished from background. The material is crushed to consolidate for
storage and all radiation labels are removed before final disposal. Records
are kept of all containers as they are placed in storage and the date of
disposal to a land fill.

Tritium solid waste and scintillation fluid is collected in drums and
shipped by NDL, Inc., Peekskill, New York to their facility in New York or
to Gainesville, Florida.

Water soluble liguid waste containing I-125 is flushed dcwn the drain but no
more than 1 curie is disposed of in one year by this means according to
regulation. 1In fact, significantly less than this is disposed of in this
manner.
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SETWEEN:

LICENSE FEE MANAGEMENT BRANCH, ARM
AND
REGIONMAL LICENSING SECTIONS

(FOR LENS USF)
INFORMATION FROM LTS

e

PN, 4\0
PROGRAM CODEz\\sz
STATUS CODEs

FEE CATEGORY: 3P

EXP, DATE: 19920229

DECOM FIN ASSUR REQOD: N
0358833233822 32 088320
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LICENST FEE TRANSMITTAL

Ao REGION !

1« APPLICATION ATTACHED

APPLICANT/LICENSEE: OTANON SYSTEMS, INC,

RECEIVEY DATE: ?20113%
DOLKEY NO: 3029575
CONTROL NO. 1t 1159¢2
LICENSE NO,: D6=23655=01
ACTION TYPE: RENEWAL
2« FEE ATTYACHED
AMOUNT : Fsec0
C"EC“ N3.= --JQ‘?‘--
3, COMMENTS
SIGNED J(-n---f/:- - -
DATE -......‘7’%’. -

LICENSE FET MANAGEMENTY SRANCH (CHECK WHEN MILESYONE 03 15 ENTERED / L?’

Be
1. FEE CATEGORY AND AMOUNT: _:J--..-...,-.,-....-...--.---------fi-.-
2. CORRECY FEE PAID, APPLICATION mAY 3F PROCESSED FOR:
‘.c“ONé“Y - .-
‘E"EE‘L --.d;.-o-—oo-n
LICENSE ‘-....-..-..C.Q f
3. OTHER

v
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LAY f‘ r/ Y5
SIGNED ALSL AR L
..-“-...-‘..Q.w.. - -
DATE ’f“

--....--.--..-..-----.-...‘--3#’,—



