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For:, AEC-483
_ (5f72) U.S. ATOMIC ENERGY COMMISSION

Form Approved
Dudget Bureau No.
3S-RD 160

ao Cl- K J1

-REGISTRATION CERTIFICATE-IN VITRO TESTING

WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Sectionl 31.11 of 10 Cl'lt 31 cmtalillids a general lieenie authorizilig pfiyvsiiaill, clinical labioratories, and hospitals Il locess

cettai n snall qu antilies of hyprodlitct ma.1terial for in vitro clinicala or lihora tory tests not involving tIle inter mal or e.IerInal

administratioln of tlhe l.vproducet n:itcrial or the radliati on Iiierrfrom to hunian beiig% or animals. V'o!,sssion ofb yvprd duct

material under 10 (CI1: 31.11 is not aitlorized until the playsieian. clinical labIoratory. or hospital has filed Forin AE(-C113 and

reeeived from the Comnmnission a validated copy of Form AElC-IS3 with registration numnber. * trever, the lorcs "?tetic

lrit'rly CorinsnSon" or "Co rission" aPpenr in thlb remirarntion, tley reant thee tuclenar

RchThlatory Co isrn!on crented by roUblc iC -r-b S.9,38 -nd Lxecutivoe CrOcr 1eoo. 11S3Z.i*/

A ,/11.4,,-z r 3. 1 hereby apply for a registration number pursuag to §

f * ,*31.11, 10 CFR 31 for use of byproduct matefials for
('please Check one0 block Only)/

/ ?/ ? /< / 1 Az/, 4c ' -t. Myself, a duly licensed physician authorized to

- - dispense drugs in the practice of medicine.

/ , . - ) b. The abovc-namcd clinical laboratory.

-. c. The abovc-named hospital.

4. To be completed by the Atomic Energy Commission

INSTRUCTIONS
1. Submit this form in triplicate to:

United States Atomic Ener-gy Commission
Attention: Directorate of Licensing, -

Materials Braich
V.'ashington, 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 whch this registration form is
filed. Position the first lettcr of the address
below the lef! dot and do not extcrA the
address beyond the right dot. (At AmC, a
registration number will be assigned and a
validated copy of Forn AEC-483 will be
returned.)

Registration number: eZ31

For Thr I.S. t ucie. e or ? Corrjision

TX: Clarrencc ..
(Lcaac this space b"nk-mu ber to be assrigAeu y E

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

6. Certification:

I hereby certify that:

a. All informnation in this registration certificate is true and complete.

. ..

b. The registrant has appropriate radiation measuring instrumcnts to carry out thc tes:s fcr which, byproduct material .vill be used under the

general license of 10 Cl-It 31.11. The testswill 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 requirc that any clsanne in the information furnished by a registrant on this registration certificate

be reported to the Directorate of Licensing, Materials Branch, within 30 days from the cffcctivc date of such change.

d. I have read and understand the provisions of Section 31.11 or AEC regulations 10 ClFR 31 (reprinted on the reverse side of this form); and I

understand that the registrant is required to comply with thaosc provisions as to all byproduct material wisvhk lie receives, acquires, possesses,

uses, or transfers under the general license for which this Registration Certificate is filed with the Atomic Energy Commission.

-f -'s _.-: zl�^By
Date . , l . .-

_

Signature of person filing forin

J4•, In2Z7 17-Y 7_Z__" iZ Af zr A~wasz'S g//e* 1 V - ~ , - / . ~ * - - ' - - . -- ,- - - - - - . I

* I ' fed ,anae e nad title or position of person filing 0irln

WARNING-1t U.S.C., Section 1001; Act of Junn 25, 1
representation to any dWpartmaaent or af

I
)4f3; 62 Stat. 749; natkis it a c:riminal offense to nlitkc a willitully false statement or

toncy of tihe United States as to any matter withlin its jurisdiction.

I

. I
. . I



CONDITIONS AND LIMITATIONS 01: GENEIRAL LICENSE 10 CFR 31.11

§31.11 Gcneral license for usc of iodinv-125
or iodinc-131 for in vitro clinical or
laboratory testing.

(a) A gcneral license is hereby issucd to any
physician, clinical lalt'oratory, or hospital to
reccivc, acquire, possess. transfcr or UsC, for any
of the following slated tests, in accordancc with
the provisions of paralg raphs (b), (c), (dI), (ce),
and (f) of thli section, the followsing byproduct
materials in picpackagcd units:

(I) lodinc-125, in units not cxceeding 10
microcurics cacti for usc in vitro clinical or
laboratory tests not involving internial or
external adrisinistration (if byproduct matieriatl,
or thc ladiation thercfrom, to hlillan beings or
animals.

(b) No person shall receive, acquirc, possess,
use or transfcr byproduct miaterlial pursuant to
1he general license cstablishcd by paragraph (a)
of this section until he has filed Fuorm
AE1C-483, "Registration Certificate-In Vitro
Testing with Byproduct Material Under Gencral
License", with the Directorate Of Licensilng,
Materials Branch, U.S. Atomic Encrgy
Commission, WVashington, D.C. 20545. and
received from the Commission a validated copy
of Form AFCAS3 with registration numiber
assigned. The registrant shall furnish on Form
AEC-483 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 has

antrnpriate radiation measuring instruments to
carry out in vitro clinical or laboratory tests
with byproduct matcrials as authorized under
the general license, in paragraph (a) of this
seclion, and thlt sutclh teSts 'witl be perforTnied
only by personnel competent in the use of such
instruments and in the handling of the
byproduct materials.

(c) A person s1IO receives, acquires.
possesses or uses byproduct material pursuant
to Ilie geiriral licenso cstab lsistred by paragra ph
(a) of this section shilft comply with thei
following:

(1) The gencral licensee shall not possess at
any one time, pursuant to the general license in
paragraph (a) of this section, at any one
location of storage or use 3 total amount of
iodiie-125 and/or iodinic1 31 in excess of 200
microcurics.

(2) Ilhe general licensee shall store the
bypiroduOct materi l, inttit used, in the originaln
shipl)ing container or in a container providing
equivalent radiation protection.

(3) The general licensee shall use the
byproduct material only for the uses authorized
by paragraplh (a) of this section.

(4) The general licensee shall not transfer
the byproduct material to a person who is not
authorized to receive it pursuant to a license
issued by the Commission or an Agreement
State,' nor transfer the byproduct material in
any manner other than in the unopened,
labeled shipping container as received from the
supplicr.

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

(1) Except as prep3ckaged units which are
labeled in accordance with the provisions of a
specific license issued unLie, .hc provisions of
§32.71 of this chapter or in accordance witli
;ite provisions of a specific license issued by an

'A State to vwhich the Commission has
transfcrred certain repulatliry authority over
radioactive material by format agreement,
pursuant to section 274 of the Atomic Energy
Act of 1954, as amended.

Agreme tit Stlate. shlicti authiorizes I
man ufa ctulre a rid dist ibution rif iotline- 25-or
iodine-I 31 for distribution to persics generally
licensed by the Agreemcnit State.

(2) Unless tile following st:iteient. or a
substantially simi lir statement wihich contain
thie infornma tion called tor in t!ile llowing
statement, appears on a label altixed to cacti
prepackaged unlit or appears in a leatlet or
brochsure which accomp:Inies the package:

This radioactive material ml:y he received,
acquired, posses'd. and used only by
physicia os, clinical ltaboratories or tis pitalas and
only for in vitlo cliuricat or taboraltmy tlesls.,,t
involving itrternal or external adtmiiistratiotri of
the material or ttie realiation i tt eretrom to
Iiumall heings or animnals. Its receipt.
acquisition, posSCssion, use, aid transfer are
subject to the regulations and a general license
of the U.S. Atonmie Energy Commission or or a
State witll which the Commission has entered
into all agreement for the exercise of regulatory
authority.

…__________________________.
Name of manufacturer

(e) The registrant possessing or using
byproduct materials under the general liecense
of paragraph (a) of this section shall report in
Ns.iting to the Directorate of Licensing,

Materials Branch, any changes in information
furnished by him in thie "egistration
Certificate-In Vitro Testing with Byproduct
Material Under General Mi'ense", Form
AEC- 483. The report shiall be furnished within
30 days after thc cffective date of such change.

(f) Any person using byproduct material
pursuant to the general license of p:aragraph (a)
of tsis section is exempt from the requiremcent?`
of Part 20 of this cchzp-Lr with respect t .
byproduct materials covered by that genera,
license.

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 registratiots forms may be obtained from the United States Atomic Energy Commission, Washington, D.C. 20545, Attention: Materials Branch,
Directorate of Licensing.
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