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NEW ENGLAND REGION

February 12, 1985

Mr. John D. Kinneman, Chief

Nuclear Materials Section A

Division of Engineering and
Technical Programs

U.8. 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. 1 regret not having
seen the earlier correspcndence 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
questions about this application or my documentation.

erely, f
A .».z; Ju,’

JES:nl James E. Stewart, Ph.D.
Laboratory Director
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NAC FORM 13
.L“;
10 CFR 30,32, 33, 34

US NUCLEAR REGULATORY conn.
APPROVED BY OMB
31580.0120

38 40 | APPLICATION FOR MATERIAL LICENSE | .|, o 33107

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

FEDERAL AGENCIES FILE APPLICATIONS WiTH

US NUCLEAR REGULATORY COMMISSION
DIVISION OF FUEL CYCLE AND MATERIAL SAFETY NMSS
WASHINGTON, DC 20858

LOCATED IN

OR VERMONT SEND APPLICATIONS TO

U.S. NUCLEAR REGULATORY COMMISSION REGION |
NUCLEAR MATERIAL SECTION B

831 PARK AVENUE

KING OF PAUSSIA PA 15406

WEST VIRGINIA, SEND APPLICATIONS TO

US NUCLEAR REGULATORY COMMISSION, REGION 1t
MATERIAL RADIATION PROTECTION SECTION

10! MARIETTA STREET SUITE 2900

ATLANTA, Ga 30323

ALL OTHER PERSOAS FILE APPLICATIONS AS FOLLOWS 1F YOU ARE

CONNECTICUT DELAWARE DISTRICY OF COLUMBIA MAINE MARYLAND,
MASSACHUSETTS NEW JERSEY NEW YORK PENNSYLVANIA AHODE ISLAND

ALABAMA FLORIOA GEDRGIA KENTUCK Y MISSISSIPP NORTH CAROLINA
PUEATO RICO, SOUTH CAROLINA, TENNESSEE VIRGINIA VIRGIN ISLANDS OR

IF YOU ARE LOCATED IN

ILLINOIS INDIANA 1OWA MICHIGAN MINNESOTA MISSOURI OMIO OR
WISCONSIN, SEND AP CATIONS TO

US NUCLEAR REGULATORY COMMISSION REGION 1t
MATERIALS LICENSING SECTION

198 ROOSEVELT ROAD

GLEN BELLYN L 80137

ARKANSAS COLORADO IDAMO KANSAS LOUISIANA MONTANA NEBRASKA
NEW MEXICO NORTH DAKOTA OKLAMOMA SOUTH DAKOTA TEXAS UTAM,
OR WYOMING SEND APPLICATIONS TO

U B NUCLEAR REGULATORY COMMISSION RESION IV
MATERIAL RADIATION PROTECTION SECTION

611 RYAN PLAZA DRIVE SUITE Yoo

ARLINGTON Tx "60V1

ALASKA ARIZONA CALIFORNIA HAWAI NEVADA OREGON WASHINGTON,
AND US TERRITORIES AND POSSESSIONS (N THE PACIFIC SEND APPLICATIONS
To

US NUCLEAR REGULATORY COMMISSION REGION V
MATERIAL RADIATION PROTECTION SECTION

1450 MARIA LANE SUITE 210

WALN ITCREEK CA 94506

PERSONS LOCATED IN AGREEMENT STATES SEND APPLICATIONS TO THE U S NUCLEAR REGULATORY COMMISSION ONLY IF THE Y WISH TO POSSESS AND USE LICENSED MATERIAL
INSTATES SUBJECT TO US NUCLEAR REGULATORY COMMISSION JURISDICTION

1 THIS IS AN APPLICATION FOR ‘Check approprate term/
A NEW L CENSE
B AMENDMENT TO LICENSE NUMBER

T RENEWA( OF LICENSE NUMBER MLQL

2 NAME AND MAILING ARDRESS OF APPLICANT /Incude 2o Code/

MetPath Stat Toxicology Service
of Boston, Inc.

4 Fenway Plaza

Boston, MA 02215

nf Boston, Inc.
4 Fenway Plaza
Boston, MA 02215

1 ADDRESS/ES WHERE LICENSED MATERIAL WILL BE USED OR POSSESSED

MetPath Stat Toxicology Service

4 NAME OF PERSON TO BE CONTACTED ABOUT THIS APPLICATION

James E, Stewart,

Ph.D.

I'v EPHONE NUMBER

617-262-6100

SUBMIT ITEME 5 THROUGHM 1 ONB% » 11 PAPER THE TYPE AND SCOPE

OF INFQRMATION TD BE PROV IDED 18 DESCRIBED N THE LICENSE APPLICATION GLIOE

§ FRADIOACTIVE MATERIAL
o Element snd mam sumber, B chermcsl and o phyiesl torm and
WRICR will e DoMesed #t a0y 008 hime

T Snaant

6 PURPOSES) FOR WHICH LICENSED MATER AL WiLL B8 USED

TRAINING AND EXPERIENCE

7 INDIVIOUALIS' RESPONSIBLE FOR RADIATION SAFETY PROGRAM AND THEIR

B TRAINING FOR INDIVIOUALSE WORR ING IN OR FREQUENTING RESTRICTED ANEAS

9 FACILITIES AND EQUIPMENT

10 RADIATION SAFETY PROGRAM

11 WASTE MANACEMENT

12 LICENAEE VEES Sae 1O CFR 170 anet Section 170 21)
AMOUNT

FEE CATEGORY ENCLOSED §

BINDING UPON THE APPLICANT

13 CERTIFICATION /Myust be compiesd by sppicant] THE APPLICANT UNDERSTANDS THAT ALL STATEMENTE AND REPRESENTATIONS MADE (N TS APPLICATION ARE

THE APPLICANT AND ANY OFFICIAL EXECUTING THIS CERTIFICATION ON BENALF OF THE APPLICANT NAMED IN ITEM ) CERTIEY THAT THIS APPLICATION i§
PREPARED (N CONEORMITY WiTh TITLE 10 CODE OF FEDERAL AEGULATIONS PARTS 30 12 31 14 38 AND 40 AnND THAT ALL NEORMATION CONTAINED MEREIN
1S TRUE AND CORRECT TO THE BESY OF THEIR s NOWLEOGE AND BRLIEF

NING 18U SC SECTION 1001 ACT OF JUNE 7% 1948 81 STAT 748 MAKES (T A CRIMINAL OFFENSE TO MAKE AWILLFULLY FALSE STATEMENT OH REPRESENTATION
ANY DEPARTMENT OR AGENCY ?l THE WNITED STATES AS TO ANY MATTER WiTHIN ITS JURISDICTION
& o

SIGMATURE ~CERT 5 7 ING QEMCER T 17 PE0 pRNTED naME
: J '3 Y
o)
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PRIVACY ACT STATEMENT

Pursuant to 5 1J.S.C. 5562a(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 19564, 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, 36 and 40 to determine whether the application meets the requirements of the Atomic Energy Act of
1954, as amended, and the Commission’s regulations, for the issuance of a radioactive material license or amendment
thereof.

3. ROUTINE USES: The information may be (a) provided to State heaith departments for their information and use
and (b) provided to Federal, State, and local heaith 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 information is voluntary. |f the requested “formation is not furn
ished, however, the application 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 to inspect
the document,

5 SYSTEM MANAGER(S) AND ADDRESS U S Nuclear Regulatory Commission
Director, Division of Fuel Cycle and Material Safery
Office of Nuclear Material Safety and Safeguards
Washington, D.C. 20655

NRC FOAM 313




10.

11.

No change from informatyon in previously submitted
applications. This facility uses 1251 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 uCi.

No change from previous applications. See above. The
purpose is limited to 1n vitro analysis of analytes of
medical interest (drugs, hormones, etc.) in immunoassays.

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 Isotoges in Biochemical Research".
Experience: Clinical 1aborator§ applications of RIA
using 57Co and 1251 of 12 years.
Research laboratory studies of RIA and
in vivo applications including 32p, 3H,
and 45Ca in laboratory animals.

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".

No change from previous application except as follows

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

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

No change from previous applications.

Our usage of water and radiocactivity continues to place us well
below the maximum limits of 4 X 10 =5 microcurie/ml or 1.0
curie/year.
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RIA WIPE TEST PROCEDURE
v

The wipe test involves wiping the decontaminated surface or
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'300 unts per minute, it should be considered as
a "hot" area. ié

1) Regularity of swabs shall be bi-weekly.

2) Number 5 Swabs or wipes shall be ten from areas noted on the
. attache iagram.

3) Type of swab or wipes:

l’
a) 112 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 foi. 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 30&
IC ﬁb’ky

5) Action taken for high count areas:

1f absorbent paper is covering bench top, the paper
shall be removed and discarded in the radioactive
waste drum for iodine. The area 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.

I1f any of the above situations exist, the supervisor
is notified in order to review handling protocol.

JES/nl
10/12/83

jend
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DATN FROM BI-WEEV LY RIAWIPE TEST
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M{TPRTH

ON THE FOLLOWING PAGES 1S A COPY OF THE
FRONT COVER OF A COMP BOOK TITLED "RIA
KIT LOG-IN MANUAL FOR 1125 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.
09 2
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