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NEW ENGLAND REGION

i February 12, 1985

; .

i

! Mr. John D. Kinneman, Chief
Nuclear Materidls Section A

l Division of Engineering and
Technical Programs

j U.S. Nuclear Regulatory Commission
Region 1
631 Park Avenue

| King of Prussia, PA 19406

Dear Mr. Kinneman:;

Enclosed is the application, supportive documentation, and
fee for new application for our license. I regret not having",

seen the earlier correspondence received by my office, and
ask your forbearance with our laboratory's lack of compliance.
Please call or write to me at the address below if there are

i questions about this application or my documentation.
i

:
.

;

i

j Si. erely,
1

f ^~( r. M
! JES:nl J mes E. Stewart, Ph.D.

aboratory Director

:

Enc.
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Nhc FORM 313 U S. NUCLE AfD KEGUL ATORY COMMIS$10N
!1 84) APPROVED 3Y OMS
to CFR 30. 32,3), S4 3180 0120
a wo APPLICATION FOR MATERIAL LICENSE y)y3 E. r S$ief

INSTRUCTIONS: SEE THE APPROPRIATE LtCENSE APPLICATION GUIDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLICATION SEND TWO COPIES
OF THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE SFECIFIED BELOW

FEDERAL AGENCIES FILE APPLICATIONS WITH IF YOU ARE LOCATED IN-

U S. NUCLEAR REGULATORv COUM6SSION ILLINOts. INDI ANA, IOP4. MICHaGAN, Mi4NESOT A. MtSSOURI, OHtO, OR
DIVISION OF FUEL CYCLE AND MATERI AL SAFETY, NVSS WISCONSIN, SE ND APPmATiONS TO
WASHINGTON,0C 205SS

U $ NUCLE AR REGULATORY COMVPS$lON REGION ffl
ALL OTHER PERSOM FILE APPLICATIONS AS FOLLOWS,IF YOU ARE UATE RI ALS LICENS NG SECTION
LOCATEDIN: 799 ROOSEVELT ROAD

GLEN ELLVN,il 60137
CONNECTICUT. DEL AWARE. DISTRICT OF COLUMel A, MAINE.MARvLAND,
88NCHUSETTS. NEW JE RSEY, NEW YORK, PENNSV LVANI A, RHODE ISL AND, ARK ANSAS COLOR ADO tOAHO, K ANSAS. LOUIS # AN A. MONT AN A. NESR ASK A,
OR VERMONT, SENO APPLICAftONS 70: NEW ME xlCO. NORTH DAKOT4. OKLAHOMA. SOUTH DAKOT A, Y E KAS, UT AM,

OR WYOMING, SEND APPLICATIONS TO
U.S. NUCLE AR REGULATORY COUMISSiON, REG 80N t
NUCLEAR MATERIAL SECTION B U $ NUCLE AR REGULATORY COMUIS$ TON REGION tVs

631 PARK AVENUE MATERI AL RADI ATION PROTECYtCN SECTION
KING OF PRUS$i A. P A 19406 611 RYAN PLAZA DRIVE, SUITE 5000

ARLINGTON, T x 76011
ALASAMA. FLOnlOA, GEORGI A KENTUCK v. MIS $1851 ppt NORTH CAROLINA,1

PUEkTO RICO. SOUTH CAROLINA. TENNESSEE, VIRGaNIA, VIRGIN ISLANDS, OR AL ASK 4, AR120N A, CAltFORNI A H AW AH. NEW ADA. ORE (aON. WASHINGTON.
WEST VIRGINIA,SENO APPUCATIONS TO: AND U S. TERRITOntES AND POSSESSIONS IN THE PACIFIC, SENO APPUCATIONS

. 70'
U S NUCLE AR REGULATORY COVMIS$104 REGION il
MATERI AL R AOi ATION PROTECTION SECTION U $ NUCLE AR REGULATORY COMUISS80N. REGION V
101 UARIETTA STREET, suite 2900 UATERIAL RADI ATFON PROTECTION SECTION
ATLANTA. GA 30323 148,0 MARI A LANE. suite 270

WALA IT CREEK. CA 94%6

rErSoNS LOCATEo im AGREEMENT STATES SENo APPUCAtiONS To THE U S. NUCttAR REGULATORY COMMISSION oNLY in THEY WiSH TO POSSESS ANo uSE LICEN. SED MATERIAL
IN STATES SUSJECT TO U.S. NUCLEAR REGULATORY COMMissaON JumisOsCTION.

I

1. THIS 15 AN APPUCATION FOR (Chere aperne'' **/ 2 N AYE AND MAIUNG ADORE SS OF APPUCANT Hac% dele Code /
~ MetPath Stat Toxicology Service

A. NEW uCENSE
-

j - of Boston, Inc.e AwfNovtNT TO uCENSE wveER

k- Boston, MA 02215
20-19205-01 4 Fenway Plaza |

C. RENEWAL OF uCENSE %..ER

3. ADDRESS:ES) WaERE UCENSED WATERIAL WILL BE USED OR POSSESSED

MetPath Stat Toxicology Service.

of Boston, Inc.
4 Fenway Plaza ;

Boston, MA 02215 S

!

| tea, HONE w .ER
. NA.E OF PERScN TO .E CONT ACTED A. Oui YH,5 APPuCATiON

' James E. Stewart, Ph.D. 617-262-6100
SU8MIT ITEUS S THROUGH 11 ON 8 + e 11- PAPER THE YvPE AND SCOPE OF INFORVATiON TO BE PROV10ED IS DESCR58E D IN THE LICENSE APPUCAflON guide j

S R ADIOACTIVE MATERi AL
e, E emeat sad mass awaber, it chemesi eastv pt ,s cer form see t *esewm emowat 6 PbmPO$fil) FOR WHiCH LICENSED MATE Ri AL WILL SE USED
wNem edi De possessee et say oas ttme

8 '
8 TRAINING FOR INDiviOU ALS WOR' TING 'N OR FREQUENTING RESTRICTED ARE ASi RAININ A P E CE

9 P ACluTIES AND EOutPWENT. 10 RADI ATION SA8ETY PROGR AU

|2 UCt NSEt FEt$ tSee to Crn t/c omr Sarrien r/0 3rs
AUGUNTt1. WASTE MANAGEVENT.

IE NCLOSE D$FEE CA TEGORy

13 CE R TitiCATION (West ae ternswered h spawwei THE APPuCANT UNDER)T ANDS THAT ALL ST ATE MENTS AND REPRESENT A t TONS M ADE iN TH,$ APPuCA TION ARE
BINDING UPON THE AP'UCANT.
THE APPLtCANT AND ANY OFFsCIAL E m EcutiNG THt$ CERTiptCATiON ON elH ALF OF THE APPLIC ANT.Navf D IN ITEU 2. CERTiF Y TH AT TwiS APPLICATION is
PREPARED IN CONFORuiTv WITH T TLE 10. CODE OF F EDER AL REGUL ATeONS. PARTS 39 32,33. 34,38. AND 40 A wD TNAT ALL WFORM AflON CONTAINED HEREIN,
IS TRUE AND CORRECT TO THE SEST OF THEIR KNOWLEDGE ANO BEuf F
W NING tg U S C SECTION 1001 ACT OF JUNE 25.1944 62 STAT 749 MAKEs i? A CRIMIN AL OFF ENSE TO MAK E A WsLLFULLY F ALSE STA TEWENT OM REPRESENTATION
7 ANY DEPARTMENT OR AGENCf pF THE E#NITED $TA TES AS TO ANY MATTER W6TH6N ITS JURISDICTION

S4MA URE-CERTIF VING Qi&4CER ' Y pFE D PRINTED Navt TITLE DATE

tNr % E. LJ LIL,.& i W .y 3hl &
'

! z a ce
f 94 YOL#e ' A a v i NNW"; 0 4 f A d '
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'
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! PRIVACY ACT STATEMENT
|
,

Pursuant to 5 U.S.C. 552a(e)(3), enacted into law by section 3 of the Privacy Act of 1974 (Public Law 93 579), the follow-
ing statement is furnished to individuals who supply information to the Nuclear Regulatory Commission on NRC Form
313. This information is maintained in a system of records designated as NRC-3 and described at 40 Federal Register 45334
(October 1,1975).

1. AUTHORITY: Sections 81 and 161(b) of the Atomic Energy Act of 1954, as amended (42 U.S.C. 2111 and 2201(b)).

2. PRINCIPAL PURPOSE (S): The information is evaluated by the NRC staff pursuant to the criteria set forth in 10 CFR
Parts 30,32,33,34,35 and 40 to determine whether the application meets the requirements of the Atomic Energy Act of

j 1954, as amended, and the Commission's regulations, for the issuance of a radioactive material license or amendment
thereof.i

j 3. ROUTINE USES: The information may be (a) provided to State health departments for their information and use;
! and (b) provided to Federal, State, and local health officials and other persons in the event of incident or exposure,
! for their information, investigation, and protection of the public health and safety. The information may also be dis-

closed to appropriate Federal, State, and local agencies in the event that the informaticn indicates a violation or potential
violation of law and in the course of an administrative or judicial proceeding. In addition, this information may be trans-
ferred to an appropriate Federal, State, or local agency to the extent relevant and necessary fnr an NRC decision or to
an appropriate Federal agency to the extent relevant and necessary for that agency's decision about you.

,

4. WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVID-
ING INFORMATION: Disclosure of the requested informatio'n is voluntary, if the requested information is not furn-
ished, however, the app!! cation for radioactive material license, or amendment thereof, will not be processed. A request
that information be held from public inspection must be in accordance with the provisions of 10 CFR 2.790. Withhold-
ing from public inspection shall not affect the right, if any, of persons properly and directly concerned need ta inspect
the document,

5. SYSTEM MANAGER (S) AND ADDRESS: U.S. Nuclear Regulatory Commission
! Director, Division of Fuel Cycle and Material Safety
| Offece of Nuclear Material Safety and Safeguards
i

Washington, D.C. 20555
1

|

!

.

!

I
l

!
l

>

I

'%, 5 -

JUNRC FORM 313
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5. No change from information in previously submitted
applications. This' facility uses 125I exclusively, pro-
cured from kit manufacturers in an organically bound form.
The application is in vitro analysis of medical specimens.
Maximum amounts present in the laboratory at one time are
total 200 pCi.

6. No change from previous applications. See above. The
purpose is limited to in vitro analysis of analytes of
medical interest (drugs, hormones, etc.) in immunoassays.

7. Individuals responsible:

A) Radiation Safety Officer: M. Jose, Ph.D., Chemistry.
Present position: Technical Specialist.
Experience - the manufacture and use of isotopic

reagents, including radioiodination.
Experience spanning 15 years.

B) Laboratory Director: J. E. Stewart, Ph.D., Biochemistry
Training: " course in graduate school" - The Safe Use

of Isotopes in Biochemical Research".
Experience: Clinical laboratory applications of RIA

57 o and 125I of 12 years.using C
Research laboratory studies of RIA and

in vivo applications including 32p, 3H,
and 45Ca in laboratory animals.

8. Training: All employees are B.S. Chemistry degrees or Medical
Technology training. All are trained in the safe perform-
ance of procedures, and in the safety procedures: " Radio-
active spills", "RIA Kit Log-In Manual", " Radiation Safety
Rules" and "The RIA Wipe Test Procedure". Copies of each are

,

attached with representative documentation. Training
! includes orientation to the use of spaces marked: "For RIA

Work only".'

9. No change from previous application except as follows

1 - Ludlum Geiger Counter Model 3
1 - Medical & Scientific Design Gamma Counter Model RD-48

10. See above #8. Additionally, we use the inspector as a
resource. Upon his visits, we seek his advice for improvements
in our program.

j 11. No change from previous applications.
Our usage of water and radioactivity continues to place us well
below the maximum limits of 4 X 10 -5 microcurio/ml or 1.0

! curle/ year.

i

e

'
. - - . -. .. __. - .__ ._ -.
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CLINICAL LABORATORY RADIATION SAFETY RULES '

,

7 E
Eating, storing, or preparing food, smoking, or applying

,

1. *

cosmetics is forbidden in any area where radioactive materials
are stored or used.

2. Direct contact with radioactive materials must be avoided by
using protective laboratory coats and employing safetypipettors. No pipetting should be done by mouth.

3.
All spills of radioactive materials must be wiped up immediately.
All surfaces should be thoroughly cleaned with a suitable deter-
gent and all contaminated materials disposed of in a suitable,

container, or flushed down an appropriate drainage with copious,I

amounts of water. -

4. Complete records or receipts, transfers, and disposal of radio-active materials must be kept. ~~

~-"
{

i

5. RIA and any other radiological work should be conducted in adesignated area, away from traffic. Radioactive materialsf

should be stored in specially designated areas. j

6.
All radioactive materials should be properly labeled displaying ~ (

,

the expiration date and should be covered.
:.

i 7. Liquid and solid wastes should be put into designated containers.
Used radioactive test solutions may be disposed of by flushing .

down a laboratory sink drain with copious quantities of water, |

The radioactivity may be discharged into the sanitary sewage
o

provided the discharge concentration does not exceed 4 x 10-5 jmicrocuries per ml.
8. Before leaving the laboratory after working with radioactive

materials, each person should wash his or her hand thoroughly. ,

9. Prior to disposal of the empty uncontaminated kit and tracer
.

i

containers to unrestricted areas, remove or deface the radio- i

active material labels or clearly indicate that the containersno longer contain radioactive materials.
10. Handle the products derived from human blood as is capable of

transmitting Hepatitis.

.In conclusion, a clean operation is the key to using radio-iodine safely and to
unnecessary exposure. protecting laboratory personnel from >

These guidelines are intended to high-
light the important aspects of a radiation safety program.

'

.T
N I s34

kg Y,,...
,,
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RIA WIPE TEST PROCEDURE

* 'y' - -
..

r# Thewipetestinvolveswipin'gthedecontaminatedsurhaceor
~

'

f
designated areas with one inch diameter filter paper or a
cotton swab, and then counting the filter paper or the swab
in a plastic tube (12 X 75 mm) in a Gamma Counter along with a '

background tube. As a rule of thumb, if the reading in an
area exceeds 364 e unts per minute, it should be considered as
a " hot" area. '00 S fte gy
1) Regularity of swabs shall be bi-weekly.

2) Number of swabs or wipes shall be ten.from areas noted on the
attached diagram.,

3) Type of swab or wipes: -

25
a) I area will be wiped with a cotton swab or filter

paper and counted in a plastic test tube (12 X 75 mm)
in a Gamma Counter. A blank test tube with swab or

'

filter paper will be counted as a background for 1 --

minute.

b) Non-RIA bench top area will be wiped with a cotton
swab or filter paper and counted in a plastic tube
(12 X 75 mm) in a Gamma Counter along with a back-
ground with swab or filter paper for 1 minute.

4) Data:
A rough schematic drawing of the laboratory, marking
where the wipes were taken and a record of the CPM
of the wipe and background will be filed in " Wipe
Test" file in Radiation Safety Manual. The CPM
should not exceed g.

5) Action taken for high count areas:

If absorbent paper is covering bench top, the paper
shall be removed and discarded in the radioactive
waste drum for iodine. The arco is washed with
Radiacwash and water and re-monitored. New absorbent
paper is placed over the area. The same procedure
is used for an area not covered by absorbent paper.

If any of the above situations exist, the supervisor
'is notified in order to review handling protocol.

.

JES/nl
10/12/83

'
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ON THE FOLLOWING PAGES IS A COPY OF THE

FRONT COVER OF A COMP BOOK TITLED "RIA
125'

KIT LOG-IN MANUAL FOR I ONLY" AND A

COPY OF THE FIRST PAGE. THIS PROCEDURE

WILL BE PUT INTO EFFECT 10/18/83 AND
KEPT IN THE TOP DRAWER UNDER THE PICKER

COUNTER.
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