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10 ClFR 31
U.S. ATOMIC ENERGY COMMISSION,

REGISTRATION CERTIFICATE-IN VITRO TESTING
WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Form Approved
Budciet Ftu16.is No.
36-tu 1 60

Section 31.11 of 10 CFR 31 establi.,hes a general license authorizing fphysiciins, clinical laboratories, and hospitals to pos!.t's
certain small quantities of byplrodiwf material tor in virro clinical or laboratory tests not involving the internal or external
administration of the byproduct material or the radiation therefrom to human beings or animals. Posession of bvprorduic-t
miaterial under 10 CFR 31.11 is not authorized until the physician, clinical laboratory, or hospital has filed Form AEC-483 anid
received from the Coninission a validated copy of Form AEC-483 with registration number.
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3. 1 hereby apply for a registration number pursuant to §
31)1, 10 CFR 31 for use of byproduct materi,:ls for

,ase check one block onbly)
Va. Myself, a duly licensed physician auihorized to

dispense drugs in the practice of medicine.

a b. The above-named clinical laboratory.

INSTRUCTIONS
1. Submit this form in triplicate to:

United States Atomic Encrgy Commission
Attention: Directorate of Licensing,

Materials B.anch
Washington, D.C. 20545

2. Please print or type the name and address
(including zip code) of the registrant
physician, clincial laboratory, or hospital for
whom or for which this registration form is
filed. Position the first letter of the address
below the left dot and do not extend the
address beyond the right dot. (At AEC, a
registration number will be assigned and a
validated copy of Form AEC-483 will be
returned.)

D c. The above-named hospital.

4. To be completed by the Atomic Energy Commission

Registration number: 2462

U. So ATOMIC NER 0 N

IY: 2 -sui b er to be assigncd by AE! 7

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 this registration certificate is true and complete.

b. The registrant has appropriate radiation measuring insttunients to carry out the tests for which byproduct material will be used under the
general license of I0 CFR 31.11. The tests will be performed only by personnel competent in the use of 'he instruments and in the liandlinr.
of the byproduct materials.

c. I understand that Commission regulations require that any change in the information furnished by a registrant on thi:; registration certificate
be reported to the Directorate of Licensing, Materials Branch, within 30 days from the effective date of such chaisge.

d. I have read and understand the provisions of Section 31.11 of AEC regulations 10 CrR 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 material which he receives, acquires, possesses,
uses, or transfers under the general license for which this Registration Certificate is filed with the Atomic Energy Commission.

Date - 9 - 7 + By ( 0 . w _ _ _._
Signa/e of person filin£J, Jin

bAl a U T 0ie 7 .°a2.
Printed tnthe and title or position of person filing obrm

WARNING-18 U.S.C., Section 1001; Act of June 25, 194l; 62 Stat. 749; mskes i a criminal ofIense to make a witlif 'IV false statermenit or
representation to any dcpartrnmnt or agcncV of the United States a. to any nmattc. within its jurisdiction. -
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CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§31.11 Gencral license for use of iodine-125
or io'linc-131 for in vitro clisical or
laboratory testing.

(c) A person who receives, acquires,
possesses or uses byproduct material pursuant
to the general license cstablished by paragraph
(a) of this section shalil conielv wtilth the

Agreement State, which authorizes -
manufacture and distribution of iodine-125 of
iodine-1 31 for distribulion to persons gencr
licensed 1w the Avreement Rtnte-

(a) A general license is herehy issued to any following: (2) Unless the following e statement, oj_
physician, clinical Ihboratory, oi hospital to stibstantriaily similar statement which conioins
receive, acqairc, possess, transfer or use, for any (1) The ge-cr:ll licensee shall not pc ssess at the information called for in the following
of the following stated tests, in accordance with any one time, pursuIant to the general license in statement, appears on a label affixed lto each
the provisions, of paragrapiss (b), (c), (d), (e), paragraph (a) of this section, at any one prepackaged unit or appears in a leall.t or
and sf) it' thi section, the following byproduct location of storaue or nts,: a total amount of brochure which accompanies ihe package:
materiAls in preptcka;gcd units: iodine-'25 and/or iodine-I31 in excess of 200

(i) Iodine-]2$, in units not excerding 10 nucrocuries. This radionactive material may be received,
mcroctmies cach tfr use in vitro clinical or (2) The general licensee shall store the -aequired, posscsed, arid twed only by
laboratory tests not involving interntl or byproduct material, uhtil dsed in Xheorigital jplysiians, pinical-ablratories or hospitals and
external .adnisini!irasiin of byproduct ma13 tia, s-pngctieroin8etanrovdg oly for in 'vitro clinical or leis nra tory tests inotcxteil~ a~ilili>!atier.Of bproilo etatei-l, sh-ipping container or in a1 contalner provid',ng invoylvinrg intevroalcoir externarlt aminkt'irattititnl o~f
or the radiastonthirvfrojir, lto hunman beings or cqiiivaentradiation protct ion. internal or teraldin itratron o

animaltrdats. rteion'7 tii-nisaterfil of the radiartion thurefroso to
animals. humin an beings or animals. Its receipt,

(b) No pcrson shall recvive, acquire, possess, (3) The gener3]j. fice see IshaUl use the -a cduisitioll; possess #I, use, aild tramisflr are
use or transfer byproiduct material purnuant to byproduct material only foi the uses autiorized -subject t;l the regplsIlonos and a pvneral licese
the general license established by paragraph (a) by paragraph (a) of this section. of the U.S. Atomic Energy Commisicicn or of a
of Otsis -~cij urt;1 l- las - fibc-d Foarns- -'4 Tlhe7-cci- ciesal.lfl j State wih ihithe-_Coninsissioni uis entered
AE( 483, "ReiJtrtin n Certificate-In Vitro theinytrodtsct matel toa eron who nt o an agrecnent for the exercise of regilt ory
TLsticsg with Byprortiict Material Under Generil autihorized to receive it pursuant to a liccose au y- >t, z

Liccnse, with) thc lDirectorate of Iicnsiog, issued by the Commission or an Agreement ) 5
Mater'as Brs, U.S. Atomic Ftnern' State,' nor transfer the byproduct material in -Na mnufacturerCommisssios, Wathington, D.C. 20545, and aymne te hni h npnd
received from thic Coninisision a validated cory lan manne otr c titn in te unopen
oflabeled shippg container as received from tne (e) The registrant possessing or usingsupplier.. byproduct materials under the general licenseassigned. The recistrant shall furnish on Form sup The enera lensee shall not receial
AECb483 the following information and such acquire, possess, or tsie byproduct niaterial of paragraph (a) of this section shall report in
other information as may be required by that pursuant to paragraph (a) of this section: writing to the Directorate of licensing,
form: Materials Branch, any chances in information

(1) Nameiandadressoftlheregistrant; (I) Except as prepackaged units wvhich are furnished by him in the "Registration
(2) The location of use; and labeled in accordance witi the provisions of a Certificate--In Vitro Testing vkill Byprodtict
(3) A statement that the refistrant has specific license issued tinder the provisions of Material Under General License", Form

appropriale radiation measuiring instruments to §32.71 of this chapter or in accordance with AEC- 483. The report shall be furnished within
carry out in vitro clinical or laboratory tests the provisions of a specific license issued by an 30 days after the effective date of sichs change.
with byprodi ct matrnials as authorized under (f) Any person using byproduct mate
the general litcnse in paragraph (a) of this A State to which tIhe Commission has pursuant to the general license ol par.aerapl
section, and that such tests wyill bc performed transferred certain regulatory authority over of this section is exempt from the requiremio
only by persomiel competent hi the use of such radioactive material Iby formal agreement, of Part 20 of this chapter with respect to-
instruments and in the handling of the pursuant to section 274 of the Atomic Energy byproduct materials covered by that general
byproduct materials. Act of 1954, as amended. license.
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NOTE

If larger quantities or other forms of byproduct material than those specified in the general license of 10 CFR 31.11 are required, an
"Application for Byproduct Material License," Form AEC-313, should be filed to obtain a specific byproduct material license. Copies of application
and registration forms may be obtained from the United States Atomic Encrgy Commission, Washington, D.C. 20545, Attention: Materials Branch,
Directorate of Licensing.
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