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REGISTRFATiON CERh TI FICATE-INR VITRO TESTING
WITH BYPRODUCT MAT1R IAL UNDER GENERAL LICENSE

Section 3].11 of 10 CR 31 cstablishe a general licensc authorizing physicians, clinical laboratories and hospitals to possess
certain smaJl quantities of byproduct material for in titrrG clinical or laboratory tests not involving the internal or external
administration of the byproduct naterial or the radiation therefrom to human lbeings or animals. Poession of byproduct
material under 10 ClR 31.11 is not autiorized until the physician, clinical laborato:)5, or hospital has filed Form AEC-483 and
received from the Commission a validated copy of Form AEC-483 with registration number.

Wherever the words "AtomIc
Luergy Commissions or "Commissor." appear in this registration, they mean the uclear
Reguatory Commission created by Public Lawc93-438 and Executive order N4o. 11834.

C. BRENDAN MONTANO, M. D. 3. I hereby apply for a registration number pursuant to §
HARPER'S LANDING 31.11, 10 CR 31 for use of byproduct materials for

WA CONN. 06438 (please check one block only)
M 353558 a'a. Myself, a duly licensed physician authorized to

dispense drugs in the practice of medicine.

D b. The above-named clinical laboratory.

c. The above-named hospital.

4. To be completed by the Atomic Energy Conmission
INSTRUCTIONS _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _

1. Subrnt this form in triplicate to: Registration number:
United States Aton c Energy Coninission I 3876

Attention: Directorate of Licensing, 37 r
Materials Branch For Te . . Nucl tor Co68ssi1

Washington, D.C. 20545
2. P'lease print or type the name and address

(including zip code) of the egistrant
physician, clincial laboratory, or hospital for
whom or for whch this registration form is
filed. Position the first letter of the address y Nove 3 76
below the left dot and do not extend the b eve 1/isspael lank- iabertobe ssignedy Ak'C 7
address beyond the right dot. (At AEC, a
registration number will be assigned and a
validated copy of Form AEC483 will be
returned.)

5. If place of use is different from address in Item 1, please give complete address:

6. Certification:

I hereby certify that:

a. All information in tidsiregistration certificate is true and complete.

b. The registrant has appropriate radiation measuring instruments to carry out the tests for which byproduct material will be used under the
general license of 1 0 CFR 31.1 1. The tests will be performed only by personnel competent in the use of the instruments and in the handling
of the byproduct materials.

c. I understand that Commission regulations require that any chance in the information furnished by a egisty.nl on this .egistration certificate
be repurtcd t the Directoiaie of Licensing, Malerials Branch, within 30 days from the effective date of such change.

d. I have read and understand the provisions of Section 31.11 of AEC regulations 10 CFR 31 (reprinted on the reverse side of this form);and I
understand that the registrant is required to comply with those provisions as to all byproduct matefial which he receives, acquires, possesses,
uses, or transfers under the general license for which this Registration Certificate is file e Atomic Energy Commission.

/027/ 7~ 
Date - _ _ _

0, e0t o p i o
Printed name and title or position of person j lin,, forn

WARNING--18 U.S.C., Section 1001; Act of June 25, 1948; 62 Stat. 749; makes it a criminal offense to make a williftilty false tatement or
representation to any department or agency of he United States as to ally matter within its jurisdiction.



CONDITIONS AND LIMITATIONS OF GENERAL LUCENSE 10 CFR 31.11

§31.11 Gneral license for use of iodiijt-125
or iodine-I31 for in vitro Clinical or
laboratory testing.

(a) A general license is hereby issued to any
physician, clinical laboratory, or hospital to
receive, acquire, possess, transfer or use, for any
of the following stated tests, in accordance ith
the provisions of paragraphs (b), (c), (d), (),
and () of this section, the foilowing byproduct
materials in prepackaged units:

(1) Iodinc-125, in units not exceeding 10
microcurics each for use in vitro clinical or
laboratory tests not involving internal or
external aministraion of byprodurict material,
or the radiation therefroIn, to human beings or
animials.

(b) No person shall receive, acquire, possess,
use or transfer byproduct material pursuant to
the generts license stablishcd by paragraph (a)
of this section uTtil he has filed Form
AEC*483, "Registration Certificate-Tn Vitro
Testing with Byproduct Material Under General
License", with he Dir-ectorate of Licensilng,
Ma terials Branch, U.S. Atomic Encrgy
Commission, W1?lshington, D.C. 20545, and
receiv .-d from the COsnrlission a validated copy
of lFoc 's AEIC-483 with registration number
assigned. The registrant shalt furnish on Form
AEC-4S3 the following information and such
other information as may be required by that
form:

( 1) Name and adress of the registrant;
(2) The location of use; and
(3) A statement that the registrant Las

appropriate raliatton measuring histrusieonts to
carry out in vitro clinical or laboratory tests
with byproduct materials as authorized under
the general license in paragraph (a) of this
section, and that such tests will be performed
only by personnel competent in the usc of such
s., s.sr're ts ani in tle 1- rilina of 

t lt

byproduct materials.

(c) A person who receives, acquires,
possesses or uses byproduct nmterial prsuant
to the gencral licenso catahlited by paragraph
(a) of this sectioII shall coml py with the
following:

(1) The gencr;l licensce sill not possess at
any one time, pursuant to the general license in
paragraph (a) of this ection, at any one
location of storage or use a total amount of
iodine-l 25 and/or ioctinc-13 1 in excess of 200
nicrocurics.

(2) The generl licensee shall store the
byproduct material, until used, in the original
slsipping container or in a container providing
equivalent radiation protection.

(3) The gencral licensee shall use the
byproduct material only for the uses auitlorized
by paragraph (a) of this section.

(4) The general licensee shall not transfer
the byproduct material to a person vlo is not
authorized to receive it p suant to a license
issued by the Cornn ission or an Agreement
State,i nor transfer the byproduct material in
any rsanoler other than in the unopened,
laha'.d c .irpig consasie ,, rcseived Ruin ne
supplier.

(d) The general licensee shall not receive,
acquire, possess, or use byproduct material
pursuant to paragraph (a) of this section:

(1) Except as prepackaged units which are
labeled in accordance with the provistons of a
siscoific license issued under the provistons of
s32.71 of this chapter or in accordance with
the provisions of a specific license issued by an

' A State to which the Comnission has
transferred certain regulatory authority over
radioactive niaterial by formal agreement,
Act of*! 95t i^ 74 As f fl- i sededr.
Act of 1 954, as aiended.

Ac g eset S tate, whi clI au ttcizgs
s:i isfacture and riaiibaition of ydi me- 125 o-

iod1ine-l 31 for distribustion to lasons generally
ticeised by the Agrecinent SIate.

(2) Uess the following statement, or a
substantially sialnae statciasent wh ich contains
the iisforsation CIle( for in the foiiowinig
stateimacnt, appears on a label affixed to each
prepackatged unit or appears in a leaflet or
brochure whic accoiopaiiies the package:

This radioactive atemt:al may be reied,
acquired, posscsed, aisd used only by
physicians, clinical aboratorics or hospitills 5u0 t
only for in vitro cliiteal or laboratory tests sot
involving internal or exte ial idniinistrailtioi of
the material or t r adat tion iierefro to
h u m is beings sir aniitmals. Its receipt,
acquisition, possession, use, and ransfcr re
Subject to the regulatious ard a geiseral licens
of the U.S. Atonic Uisergy Commission or of a
State vith wishich the Coriini sio as ertared
ilet an agreement for the exercise of regulatory
astthority.

Name of nanaifacturer

(a) rhe relgis~rrt p ssnsg or usirg
byproduct isaterials under the general license
of paragraph (a) of this section shall report in
writing to the Direcsorae of Licensing,
Mtaterials Branch, any changes in inforasation
fortised by him in. the "Registration
Certificatc-lIs Vitro Testig with Byproduct
Ma tcrial Under Gceneral License", Form
AEC- 483. The report shall be furnished within
30 days after the effective date of such change.

(f) Any person using byproduct material
pursuant to the general license of paragraph (a)
of this section is exempt from the reqluireissents
of Part 20 of this chapter with respect to
bvsroduct materials covered by that eeneral
license.

NtOTE

If larger quantities or othier forns of byproduct material thas those specified in the general licnse of 0 CIR 31.11 are required, an
"Application for Byprcduct Material License," oriat AIC-313, sheasld be filed to otain a specific byproduct nliteita lccasse. Copies of application
anal cegistration forms msay be obtained from the United States Atonic Energy Conanlisiol, WRashiiigton, D.C. 20545, Attention: Materials irainch,
Directorate of Licensing.
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