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INST 7,UCTIONS: SEE THE APPROPRIATE LICENSE APPLICATION GUIDE FOR DET AILED INSTRUCTIONS FOR COMPLETING APPLICATION SEND TWO COPIES

CPPLICAT80ses FOR DISTRIDUTIO98 OF EXEMPT PRODUCTS FILE APPLICATIONS WITH ff YOU ARE LOC ATED eh
h MN _ 4g A Q } ,

OF THE ENTIRE COMPLE1ED APPLICATION 10 THE NRC OFFICE SPECIFIED BELOW. p.3 3

h Y

U S NUCLEAR REGULATORY COMW'SSION ILLaNOIS. INDI AN A. IOW A. MiCHIG AN. MINN ESOT A. MtSSOURI. OHIO, OR
OtytSiON OF FUEL CYCLE AND WATifuAL GAf ETY. OvMS$ WiSCoastlN, SEND APPLICATIONS TO.
WASHtNGYON. DC3 0118 8

U.S NUCLE AR stEGULATORY COMMIS$40N. REGION tti
ALL OTHER PERSO888 FILE APPLICATIOedS AS FOLLOWS. If YOU ARE M ATE Ri ALS LICE NSING SECTtCN
LOCATED IN TP9 ROOSEVELT ROAD

GLEN ELLvN. tL 60131
COcessECTICUT. Of LAWARE. DISTRICT 08 COLUMe:A. MAINE. MARvLAND.
GAASSACHutfTTS fetW HAMPSHIRE, NEW JEREIV. NEW YORK, PENN$vtV ANLA. AR KAssSAS, COLOR AOO. IDAHO. K AssSAS. LOUISt ANA. MONT A NA. 8d E9R ASK A.
LHOOt ISLA800. OR VERMONT. SEseD APPLICATIONS TO sete MI KICO. NORTH DAKOT A. OK L AHOMA. SOUTH DAKOT A. T E KAS, UT AH,

U S NUCLtAR REGULATOmv COMMIS$10N. REGION 4
NUCLE AR MATERIALS SAf ETY SECTION 8 U S NUCLE AR REGULATORY COMMIS$10% REGION IV
(A1 P1RK AVENUE MAff RIAL RADI ATION PROTECTION $tCTION
KING Of PRUS$iA. PA 19406 Sit eiv AN PLAZ A DRivt. SUITE 1000

ALASAMA. PLORIDA. OEOnotA, RENTUCKY. MISSIStiPPl. DeORTH CAROL 18eA
PUE T $ RICO. SOUTH CAROLleiA. TEssNESSEE, vtRGINIA. VIROIN ISLANDS OR ALASuA. Ani208A. CA LIFORNI A. HAwait. NE V ADA. OR E GON. W ASHINGTON,
11HST VeROffelA. SE800 APPLICATIO8v610 AND U.S TERAITORIES AND POSSESSIOess 18e THE PACIFIC, SEND APPLICATIONS

U S NUCLE AR REGULATORY COMMIS$lON. REGION 16
NUCEAR MATERIALS SAFETY SECTION U S NUCLEAR REGULATORY COMMIS$40N. REG 40N V
101 MARIETT A STREET. SulTE 3500 NUCLEAR MATERIALS SAFETY SECTION
ATLANTA. GA 30J23 1450 MARIA LANE. suite 210

WALNUT CREEK. CA 94Ee8

PEIGOedS LOCATED IN AGREEMENT ST ATES SEND APPUCAf tOsts TO THE U S NUCLEAR REOULATORY COMM10SION ONLY 17 THEY WlSH TO POSSitS AteD USE LICENSED alATERIAL
' i8e ST ATES tutJECT TO U.S. !JUCLE AR RE GULATORY COMMIStiON JURISDICTION.

THis 18 AN APPLICATION FOR (Caece appropresar #esm) 2. NAME AND MAILING ADDRESS OF APPLICANT (#acivae 4 Codel

g_ ^ N'* uc''" ref#20-19205-01 retired MetPath, Inc.
. AutNoMENT To uCENSE NUueta -- 63/65 Rogers Street

] . C. RENEWa OF uCENSE NUM*Ea Cambridge, MA 02142

3. ADDRESSIESIWHERE LICENSED M ATERIAL WILL DE USED OR POSSESSED

MetPath, Inc.
63/65 Rogers Street
Cambridge, MA 02142

4 NAME OF PtRSON TO BE CONT ACTED ABOUT THIS APPLICATION TELEPHONE NUMBER

James E. Stewart,-Ph.D. 617-864-9200

SUOMIT ITEMS S THROUGH 11 ON 84 a ir P APER THE TYPE ANO SCOPE OF INFORMATION TO BE PRovictD IS DESCRist0 IN THE LICENSE APPLICATION GutDE.

S RADIOACTIVE MATiniAL
a 6 PURPOSEiS) FOR WH'CH LICENStO MATERIAL WILL SE USED.

e.E 6.e. mea.t.a.nd me.ts a.vm,t e.r, b c.he%cet end.ot phvecat form. and c. monimum emow t. . . ee.. .e .

' ' ' " " " ' ' ' ' ' * * ^ " " ' " " " ^ * * * ' " ' ' "
* FA7NP#Ginnia'n'Ct s ='N'NG Fa i*ivixALS W Ki~G iN . FRwutNmG uSmCTw Au AS.

9 - F ACILITIES AND EOuiPMENT. 10. RADIATION SAFETY PROGRAM.

9001190018 881125
P

''''"~'""""~'"'"""*-a"""

{2 uca20042 1 PDR; [ FEE CATEaCaY 3P %"S"OSED s 2 3 0. 00
''n_ WASn uANAGEmT.

13 CERTIFICATION fafurt es comoseted DF e#phcent/ THE APPLICANT UNDERST ANDS T HAT ALL ST ATEMENTS AND REPRESENT ATIONS MADE IN THIS APPLICAYlON ARE
t*NDING UPON THE APPLIC ANT
THE APPLICANT AND ANY OFFICIAL EMECUTING THl3 CERTIFICATION CN BEHALF OF THE APPLICANT.N AMED IN ITEM 2. CERTIFY THAT THl3 APPLICATION IS
PREPARED IN CONFORMITY WITH TITLE 10. CODE OF F EDER AL RIGULATIONS. PARTS 30. 32,33. 34. 33 AND 40 ANO THAT ALL INFORMATION CONTAINED HimilN.
IS TRUE AND CORRECT TO THE stST OF THEin KNOWLEDGE AND SELIEF

W NING 18 U S.C. SECRION 1001 ACT OF JUNE 261948.62 5 TAT 749 MAK ES IT A CRJMIN AL OFFf HSE TO MAKE A WILLFULLY F ALSE STATEMENT OR REPRESENTATION
T ANY DEPpTMENT 0 3 AGENC L f THE UNITED ST ATES AS TO ANY MATTER WITHiN ITS JURISOICTION

$1G A F ViNG O' 10 TYPED / PRINTED NAME TIT L E DATE

. itb~M - J. E. Stewart, Ph.D. Laboratory Director 5/15/87
F %4 VOLUNvARV i CONOWC D AT A

e NUM8tR OF EMAOV EES Hotes to'ctor88
a WOULD vou BE WILLiNG TO FURNISH COST INFORMAfiON Qoner emrme stset nowesti a ANN n m M rs

'*"'' '''d'ry **cIvo>at outs = coarre ON THE ECONOMIC IMPACT OF CURRENT NRC REGULATIONS OR ANY PU1UREI < $26.'K $1M-3 SM - PROPOSED NRC REGULATIONS THAT MAY A8FECT YOU' f44C rePuisteoas peret
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5 .' No change - from information in previously submitted appli--

- cations.- _ This ' f acility uses 125I exclusively, procured-
f rom .. kit manufacturers in an organically bound , form. -The

't application is-'in vitro analysis of medical specimens. Maximum-
- amounts present in the laboratory at one time are total 20-
mci.

6. No change from previous applications. See above. The purpose:
is limited to M 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 radiciodination. Experience span-
ning 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

using 57CO and 125I of 12 years.
Research laboratory studies of RIA and
M-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 same performance-
of procedures, and in - the safety procedures: Radioactive"

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 orienta-
tion 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-48s

10. See above #8. Additionally, we use the inspector as a resource. 3

Upon his visits, we seek his advice for improvements in our
program.

11. No change from previous applications.
Our usage of water and radioactivity continues to place us
well below the maximum limit s of 4 X 10 -5 microcurie /ml or 3.0
curie / year.

.
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CLINICAL 1ABORATORY RADIATION SAFETY RULES ,
|
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1. Eating, storing, or pr'eparing food, smoking, or applying *

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

1

Directcontactwith'radioactiNematerialsmustbeavoidedby2. i'

using protective lab'ratory coats and employing safetyo
pipettors. No pipetting should be done by mouth.

3. All spills of radioac'tive materials must be wiped up immediatel'y.-
.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 ,

amounts of water. '

~.. >

4. Complete records or' receipts, transfers, and 'isposal of radio-d
active materials must be kept.-

~~
" ~ ~

V
S. RIA and any other radiological work should be conducted in a

designated area, away from traffic. Radioactive materials
'

should be stored in specially designated areas..
.

6. All-radioactive materials should be properly labeled displaying ' '

the expiration date and should be covered.
..

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
provided the discharge concentration does not exceed 4 x 10-5
microcuries per ml.

.

8. Before leaving the laboratory after working with radioactive
materials, each person should vash his or her hand thoroughly.

9. Prior to disposal of'the empty uncontaminated kit and tracer
| containers to unrestricted areas, remove or deface the radio-

active material labels or'cl.early indicate that the containers
no longer contain radioactive materials.

10. Handle the products derived from human blood as is capable of
L transmitting Hepatitis.
u

.In conclusion, a clean operation is the k,ey to using radio-
iodine safely and to protecting laboratory personnel from
unnecessary exposure. These guidelines are intended to high-

i ; .._ __ light the important' aspects..of.a.radiatien_s_afety_ program.

-.

.
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-ON THE FOLLOWING PAGES IS A COPY OF TifE

FRONT COVER OF A COMP BOOK TITLED "RIA-

KIT LOG-IN MANUAL FOR'I125'ONLY" AND A l
COPY OF THE FIRST PAGE. TilIS PROCEDURE

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

COUNTER.-
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rI RIA WIPE TEST PROCEDURE
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The wipe test involves ~wipin'g the decontaminate'd 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
I- area exceeds M cpuntsiper minute, it should be considered as '

L

a" hot" area.'03ppeo
1) Regularity of swabs shall be bi-weekly.

/ 2) Number of swabs or wipes shall be ten.from areas noted on the'
attached diagram.i . .-

| 3) Type of swab or wipes:
. . j

125
|

'
a) 1 area. willi be wiped with a cotton swab or filter !

paper and. counted in a plastic test tube (12 X 75 mm)
; in a Gamma Couhter. A blank test tube with swab or
! ' filter paper will be counted as a background for 1 -
E minute,

b) Non-RIA' bench top area will be wiped with a cotson ]''

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
i'e s t" file'in Radiation Safety Manual. The CPM -

should not exceed .

5) Action taken for high count areas:

If absorbent piper 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 absorbant
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. '

.

- . - . _ , . _ . . . , _ . - _ .
--

_

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ __ _ - _ - - - _ - . _ - _m _______ _ _ _ _ _a
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"99 ./ BET #EEN:- C.LJames.Holloway, Chief
~Liceiise-Fee Management Branch.'

.

Office of Resource Management:

John.E. Glenn, Chief :
Nuclear Materials Safety & Safeguards Section B

,

,*- - Division of Radiation Safety and Safeguards .

gj Y illCENSE FEE TRANSMITTAL ,

h A. REGION

'1. ' APPLICATION ATTACHED

(Applicant / Licensee: ON Cl b
"

e ,

iS is @ '1ApplicationDated:-

Control No.: 107295*

License-No.: .

2. .. FEE ATTACHED,# 4-

Amount: '

Check.No.: , he N h.
3. COMMENTS.-

Signed b
D'a te b ' h )-b ,

i;

B.- LICENSE FEE MANAGEMENT BRANCH

| 1. fee Category and Amount:

2. Correct Fee Daid. Application may be processed for: ,

*

' Amendment
|

Renewal
_ |

|

License N ;

Signed h c is

fDate
@ i

.p
I' REGION I FORML213

< (MARCH 1987),

L .


