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IfRC FORM 313 U.S NUCLE A31 E E ULATCetY COMMIS5 ION 1, ,
184B'. APPIOVED ST OMS 1,
to CF % 30. 32.43, 3164 0120 '

Me APPLICATION FOR MATERIAL LICENSE '

E s no-s0

630- 3D%.,.r'

10sSTflWCTOtt: $EE THE APPROPRsATE UCENSE APFLICATION GulOE FOR DETAILED INSTRUCTION $ FOR CONIPLETING APPLICATION SEND TWO COPIES ]
[F THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE $PECIFIED BELOW. m

APPUCATeDNS POR D887R88UTeON OF INEMPT PRODUCTS FILE APPLICATIONS WITH. { VOU ARE LOCATEDIN.
*

g, U.S. eduCLE AR REGULATORY COMui1SION IL UNOll. INDIANA. IOW A. MICHIGAN, MINN ESOT A, MISSOURI. CHIO, OR
DeYlSiON OF INDUST RI AL AND MEDICAL NVCLE AR SAFETY, kMES WISCONSIN, SEND APPUCAf TONS TO,
WASHINGTON. DC 20$88

U S NUCLE AR REGULATORY COMuist ON. REGION ill
ALL OTHER PtRSO8e6 FILI A*PLICATIONS AS FOLLOWS.17 YOU ARE MATE rials LICENSING sicTION
LOCAf80IN 199 ROOSEVELT ROAD

COssesECTICUT. DELAWARE. DesTRiCT OF CotuMBIA. MAINE. MARYLAND
MASSACHUSETTS. NEW HAMPSHIRE. NEW JtRSEY. NEW YDRE, PENNSYLV ANLA. AR K ANSAS COLOR ADO. lDANO. KaedSAS. LOUT $s A N A, MONT ANA, N E BR ASK A,
RetODE ISLAND, OR VtRMONT, SEesD APPLICAT60NS TO. NEW ME xsCO, NORYH DAKOT A. OKLAHOGAA SOUTH DAKOf A.TEEAS. UT AM,

. U $ NUCLEAR REGULATORT COMMisseON. REGION I '

- NUCLEAR MATERIALS SAFETY SECTION 8 U $ NUCLE AR REGULATORY COMutssiON. REGION tv476 LLLENDAtt ROAD MATERIAL MADIAllON PROTECTION SECTION
ElesG OF PRUSSIA. PA 19e06 gii Ry AN PLAZA DRivt,SutTt 1000

as amanaa, pggRgDA. OgORotA. KENTUCI(Y. MISSISSIPPl. NORTH CAROUNA. '

PutRTO RtCO. SOUTH CAROutsA. TEssesESSEE, VenetNIA, VIRGIN ISLANDS. OR ALASK A. A R12DNA. CALIFOR NI A. H AWAll. ht vADA. OR E GON. WA$HINGTON.
WEST VIReiselA. ROND APPUCATIO8ss TO AND U.S. TERRITOmit8 AND POesE85 TON $ IN THE PACIFIC, SEND APPL 8 CATIONS

U S NUCLtAR REGULATORY COMMISSION. REQlON le
NUCEAR MaitaiALS SAFETY SECTION U S NUCLEAR REGULATORY COMMtS$10N. REGION Vt 1 MARIETTA STREET, Sulit 3s00

NUCLEAR MATERIALS SAFETY SECTIONATLANTA, GA MED 1450 MAR)A LANE. SUITE 210'

WALNUT CREEK. CA 94605

PGIISOasS LOCATED IN AGREGaetNT STATE $ SEND APPLBCATIONS TO THE U.S IsuCLE AR RtGULATDRY COMMitsION ONLY OF TH8Y WlSH TO POSSESS AND USE LICENSED MATERIAL
f4 81 ATES SUBJSCT TO U.S. NUCLE AR REGULATORV COMMisslON JURISDICTION.

1.TH18 la AN APPLICATION FOR (Caeca aRor.pnew Jernt 2. NAME AND MAluNG ADDRESS OF APPLICANT (hicudeEp coas)

6 A. NEW uctNst Boston Fertility Laboratories, Inc.
~~"

One Brookline Place ! c.38 AMENDMINT To uCINsE NUweER
-

Brookline, Massachusetts _f02146 wC. RENEWALOF uCENst NUMSER
-

,. _
_,

3. ADDRESSLESIWHERE LtCENSID MAT ERIAL WILL BE USED OR POS$E$$ED ~. ; g n. .,,

. . -
,,

Boston' Fertility Laboratories, Inc. '

"One Brookline Place
Brookline, Massachusetts 02146 m

,

4. NAME OF PERSON TO DE CONTACTED ASOUT THIS APPLICATION TCLEPHONE NUMeER_a

. Anne Marie Farrer, MT(ASCP) (617)~735-9025
$USMIT ITEMS S THFIOUGH tt ON 8% s 11** PAPER THE TYPE AND $ COPE OF INFORMATION TO SE PROvlDED IS DESf'RIBED IN THE UCENSE APPUCATION GulDE.

S. EAD.IOA.at.end m. ATE RIAL. Pse umb.e.r, S eliemicol and/or physica' loem. and c. mommu

CTlvt M
e Ei n memovt S. PURPOstlS1 FOR WHICH UCENSED MATERI AL WILL SE U5ED.a-=.m. . et ....m.

|- E (0'V|Du
E' A ' I' 8 ' IV PR H '

8 TRAINING FOR INDIVIDUALS WORKING !N OR FREQUENTING RESTRICTED ARE AS.4ig qG A E I CE

i'
'

S SACILITits ANO IQUIPMENT. 10. RADIATION SAFETY PROGRAM.

!

1- la UCENstE F&Es <se. oocra voonaseem oon
' 230.00I 3EFEE CATEGORY NC OstD $

CERTIFICATION. fas st eewnpeescapr apshesnu THE APPLICANT UNDER$TANDS THAT ALL ST ATEMENTS AND REPRESENT ATiONS MADE IN THl$ APPLICATION ARE13 u
SINDING UPON THE APPUCANT.
THE APPUCANT AND ANY OFFICIAL tXtCUTINC 'HIS CERTIFICATION ON BEHALF OF THE APPLICANT,N AMED IN ITEM 2. CERTIFY THAT TitlS APPLICATION IS
PREPARED IN CONFORMITY WITH TITLE 10. CODE OF FEDERAL REGULATIONS. PARTS 30.32.33,34. 35, AND 4G AND THAT ALL INFORMATION CONTAINED HEREIN.
88 TRUE ANO CORRECT TD THE SEST OF THEIR KNOWLEDGE AND DE LIEF
9'ARNING 18 U.S C. SECTION 1001 ACT OF JUNE 26.1948,62 STAT. 749 MAKES IT A CRIMIN AL OFFINSE TO MAKE A WILLPULLY F ALSE STATEMENT OR REPRESENTATION
'60 ANY DiPARTMENT OR AGENCY OF THE UNITED ST ATES AS TO ANY MATTER WITHlh 178 JUR!$ DICTION.

$14 NATURE.CERTIF YINO OF FICER fYPED/ PRINTED NAME TITLE DATE

w A 4.4 7S W snne Marie Farrer, MT(ASCP) Supervisor 12/9/88

FOR NRC USE ONLY

TYPE OF PEE FEE LOG # FEE C GORY COMMENT 5

9001250137 89031S'

-

REG 1 LIC30
20-28322-01 PDRAMOUNT RECliv80 CHECK NUMBER

-U0 ,

APPROVED 8 Y DATE |
|

,

4 finn n G
NAC FOLM 313 (Seep ETTIMATED SURDEN PER RESPONSE TO COM*LY WITH THl3 INFORMATION COLLECTION REQUEST. T.S HRS AVdddV

]* FORW ARD COMMENTS REGARDiNG BURDEN ESTIMATE TO THE RECORDS AND REPORT $ MANAGEMENT BR ANCH (P.530s La S. NUCLE AR
'-

- REGULATORY COMM13SION. WASHINGTON. DC 20656. AND TO THE OFFICE OF INFORMATION AND REGULATORY AF F AIRS.0F FICE O8
MAN AGEMENT AND BUDGET, WASHINGTON. DC 20603

.
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,, NRC: LICENSE" APPLICATION- '

, 7f WJ

an|$C >- w -
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as % v - .x .
-

f h p [RADI'OACTIVE NATERIAL' ' ~

@
'

J l ? Isotope =I--125
M, : Form =Liquide, ~

..
_

.

;
_

. Maximum ^ Activity at1One= Time =1 milliCurie:

I I |(6b'PURPOSEL
. ..

ETheLlaboratoryf utilizing the radiation: willibe part' of a' '
.

%: j physicianFsfof fide practice : involved in ' diagnosis ~ and treatment J of
M (infertility.: .iThe |I-125 -_ labell_ed tracer - isf employed : in; an.-'

-immunologicalireaction with the patient's serum;in a ~ test tube. -Afterf _;

g incubation,; excess' tracer Lis ' washed away and' the remaining Lactivity ;in < ~,

}thegtubes isfcountedJusing.a ga na counter. This process isiused'to
.

?determiner the?quantityr.of speci fic hormones _ present; in the' patient'sk
"

7
-

f > serum.-JThis-determination aids the. physician in prescribing
'

> appropriate.treatmentidesirably leading to pregnancy.,

, ,
,

'

'(7) RADIATION SAFETY OFFICER,.

1*> .

Anne Marie Farrer

"TRAININGi
~

'
,

r-c v.
vf 7c ( Yal e' Uni ver si tv (September :.1985-February 11987)

.. Employeddin.research'. laboratory utilizing P-32' labelled probes,*s

_ | flor : DNA- analysi's - in the investigation of. human ~' genetic. diseases

,
".* Attended 4 formal radiation safety . seminars held : by the|-
university asLa. pre-requisite for: handling radiation 'g

? * Average' quantity; handled _partweek=0.54millicurie-
W

., Intearated Genetics.(July 1987-January 1988)-
* Employed in reference laboratory utilizing P-32 labelled probes

Efor-DNA'' analysis in the clinical investigation of human genetic
diseases
-* Attended formal.. radiation safety seminars held by the company
as a pre-requisite for handling! radiation =
* Average quantity handled per week =0.5 millicurie

= Central'Diaanostic Laboratory (January.1988-October 1988)
t* Employed in7radioimmunaassay laboratory utilizing I-125
labelled 1 tracers for the purpose of diagnosing and y

treating infertilityy~
'* Average quantity handled per week =0.5 millicurie

a

. 8)' TRAINING FOR INDIVIDUALS l<w
i''- At this time, no other persons are employed to wark with |

radiation in the laboratory.- However, additional persons will be !
. . , .

'

employed in the future. Each prospective employee will be requested
to submit,-in writing, details of their experience with radiation
previous to acceptance for employment.
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M9) FACILITIES / EQUIPMENT

Gamma Counter
,

Manufacturer =Berthold
_

Model No.=2104
-Quantity =1
Type - o f radi ati on= gamma
Sensitivity range =ef ficiency is 70%
Type of use= Assaying
Calibration procedure = method per Berthold using mutiple
calibrators

Frequency of calibration = monthly

GEIGER COUNTER-
Manufacturer =Ludlum Measurements, Inc.
Model No.=2

- Type of radiation = gamma
Sensitivity range =40 millivolts
-Type of use= Monitoring

'

Calibration procedure = method per Ludluma

Frequency of calibration = yearly

(10) RADIATION SAFETY PROGRAM
* Each employee will be required to wear a film badge while in the

!1aboratory. These badges will be monitored by Tech / Ops Landauer,
Inc., 2' Science 1 Road, Glenwood, IL 60425-1586, and will be exchanged
on,a monthly basis.

* Each employee will be required to wear a-lab coat and gloves-
;while in the laboratory._ In addition, it will be_ recommended, but not
< mandatory, that goggles and masks be worn to avoid splashing
radioactive . materials into the eyes or mouth.

* Each- employee will be instructed as to the operation of the
radiation alert monitor.

* Each employee will be noti fied concerning the allowable
radiation exposure per calendar quarter. Results of the film badge
monitoring will be available to all employees.

Radi ati on Safety Of fi cer 's Duties:

* Issue film badges to all employees working directly with
radiation or in the area of radi ation usage, and be responsible for
the monthly exchange of the badges.

Inform employees of allowable radiation dosage per calendar*

quarter and noti fy employees sf results of radiation monitoring.
* Monitor all work areas on a daily basis using the radiation

alert monitor.
* Enforce use of lab coats and gloves for all personnel handling

radioactive materials to avoid unnecessary exposure.
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| 1*4 (11) WASTE MANAGEMENT

- . Disposal 6' radioactive materials shall.be-in liquid:' form into=a'-' ''

sanitary sewer in conformance with the laws -of: radioactive disposal ~-

.in: the- Commonwealth' of Massachusetts
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: (FOR LFMS-USE)I
: -I,4 FORMATION FROM LTS

W7 iJT. WEEN. . ;,.fM 1 ri~
.

.
,

.-,

4 UfICEN52 FIE MM AGriMENT BRANCH, AR!4 : ^ PROGRAM: CODE:...... |
- ANO : ST AT US CODE: 3 1

h: '

>

iv,) R EGION AL- LICE f451NG. SECT TONS : . FE E ' C AT ~ GORY: _c...,........,,,,,g,

h
'

'
.

D i: EXP. DATE:
: - FEE COMMENTS'. . ... . . .. ..,;.j- -6 4

:, : : :::::::::::::::::::::::::::::::::(.

. . LICENSF FEE TPAN5MITTALo

As-|REhlON [
;.:D

11.- ~APPLIC AT ION ATT ACHED
i A P PLI C ANT. / LI C E N S E E :- 605 TON FEnTILITY L ABOR ATORIES, INC.

n RECEIVED DATE:- 451212
- kJb 4 30CvET'NO: -3030023s

C'ONTROL 40.:. 109993
_LICC45EDNO.~:

''

O. AcuoNTyn: nEw uCEnsee

#2*- f H6D .
-

.-

: Cit ?CK .NO. :- ;) .|. ...

i3. lC 0i4 M EN T S '
' '

-9

< SI G H D' __ _ .. . __......_

E ATc- .. . .. ... . ..

r

h B.JLICENSE PES M AN AGE t1Ef4T .bE ANCH (CHECK WHEN HILESTONE G3 15 ENTERED./../)
V f ^i

~1. (FEE-CATEGORY 'AND: AMOUNT: .... . ....... .. .. ... ...,. .,,,,,,,,,,,

:b '2. CORRECT PE? PAID. APPLIC ATION MAY DE PROCESSED FOR:
AMsC NENT . . . . . . . . . , . . , _

; RENEWAL
:O - M ::::::::- u cEsse .

'' " "
-OL

' - ------------ ------------ ------

- . . . . . . . . . . . . . . . - - . . . . . . ,
'b:::,f::::t::r.;r.E) . .:.1. ::::::SIGNED;- -
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