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

Form Approved
Budget BureauNo
38-RO 160

Section 31.11 of 10 CFR 31 establishes a general license asuthiorizing physicians, clinical laboratories, and hospitals to possecss
ccrtairi small quantities of byproduit moatenial for in vitro clinical or laboratory tcsts not involving the intiernal or external
administration of the byproduct material or the radiation therefrom to hutman beings or animals. P'ossession of byproduct
material undcr 10 CFR 31.11 is not authorized until the physician, 'clinical laboratory, or hospital has filed Form AEC-483 and
received from the Comnmiss3ioii a validuted copy of Form AEC.483 with registration number. . ...

0.

- - 3. 1 hereby apply for a registration number pursuant to§

~ V31 ,f, 10 CFR 31 for use of byproduct materials for

Y~tJI5S * ( lea e c eckone block on!y

HIE OD 'D pa. Myself, a duly licensed physician authorized to

2pLI1ENJ q 33 - dispense drugs in the practice of medicine.

.i, J.., - - -.oA.4L~ C6; 0 b. The above-named clinical laboratory.

Qc. The above-named hospital.
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;-4 1 4. -to be completed by the Atomic Energy Commission

IN ST R U CTIO N S _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

1. Submit this form in triplicate to: -Registration number: . - .

United States Atomric Energy Commission -

Attention: Directorate of Licensing., :.-

Materials Branch . ~ -*~ U. S*AT0O41C ~ENRIO
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

wham or for wvhch this registration form is

filed. Position the first letter of the address

below the left dot and do not extend the YI Cf 6A~gr SPJ$e bftAt~kfber tobe assigned by AELQI
1 1

/
7

address beyond the right dot. (At AEC, a

registration number will be assigned and a

validated copy of Form AEC-483 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 this registration certificate is true and complete.

b. The registrant has appropriate radiation measuring insttuments to carry out the tests for which byproduct material will be used under the

general license of 10 CFR 31.11. The tests will beperformed only by personnel competent in thecuse of 'he instrumcnts and i the handling

of the byproduct materials.

C. I understand that Commission regulations require that any change 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 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 bypr duct material wvhich hie receives, icquires, possesses,

-uses, or transfers uinder the general license for which this Registration Certificate is filed ith the Atomic Energy Commission.

~Date~ By

. . -Signature of person filing fornm

P~rintd name and title or position of person filing form . . .

-WAR NI NG-1lB U.S.C.. Section I 001; Act ot June 25. 1948; 62 Stat. 749; makes i t criminal of fense to makeoawillifuillV false statement or

representation to any definrrment or agency of the United States Lis to any matter within its jurisdiction.
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. ICONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

531.11 ;euiir:l license for use of ioffine-125
or iodi.n-. 31 for in vitro clinical or.
tlaoratory testing.

(a) A geneial license ik hercby issued to any
ptsysician, clinical labor:alo ty, or hospital to
rcceivc, acqtuire, pocss tran.0er or use, for aniy
of lhe followiiig dajted tests, in accordancevvith
the tr()visionll of' paralgr:pls (b). (c), (d), (e),
and (I) of this section, the feJlovving byproduct
materials iu prepackaged units:

(1) lodi:e-l 25, in Units not exceeding 10
riicrocnries each for use in vitro clinical or
Laboratory tc!ts not involving intern:il or
C.terlnal adillini.tration of byproduct jmlatrial,
or the radiation therefrom, to humian beings or
animaNl.

(b) No pcrson shall receive, acquire, possess,
us_ or train~fcr byproduct material pursuant to
the geucral license established by paragraph (a)
of this section until he has filed Form
AEC483, "'hegistration Certificate-In Vitro
Testing *;ith Byproduct %Iaterial Under General
License", wvith the' Dir'ectorate of Licensing'.
Mlaterials B ranch, U.S. Atomic Energy
Commission, Washington, D.C. 20545, and
received from the Commission a validated copy
of Form AEC483 with registration number
assisgned. Tile registrant shall furnish on Form
AEC483 the following information and such
other inforniation as may be required by that
form:

(1) Na ne - ad 3dress of the registrant;
(2) The h.7:.tion of use;and
(3) A sternert that the registrant has

appropriate radiation measuring in'strurznnts to
carry out in *. ro clinical or laboratory tests
with byprcdn;c- materials as authorized under
t;:e general licevs.a in paragraph (a) of this
section, an(i thair such tests will be performed
only by pcrsonnel competcnt in the use of such
instrumcnts and in the landling of the
byproduct materials.

(e) A person who receives, acquires, Agr ee m oent S t te, which authorizes
possesses or uses byproduct material pursuant ma:nufacture and disTuihiLtiotn of iodine-1 25 or
to the generul license establishled by patragraph iodine-I 31 for distribution to persons genteril-
(a) of. this section sh3ll comply withl the lEcenSedl by thc Agreecint State.
following: (2) Unless tihe l'olluwiig statement,

substall ti.illy sintilar stalemcent slitc conh _(l) The general licensee shall not I ssess at tlhe iformal ion called for ill the following
any one time, pursuamnt to tile genoral Ijse ii statlcnt' ap;;ears on d label affixed tl cavll
p::ragraph (a) of this section, at aly one propaclrn-.,od unit or -ppcars in a Ieafl~t or
location of storagc or use a total amrotil I of t or :mbpears in a lal o*
iodinc-125 and/or iodine-131 in excess of 200 brochure w acco ann ies the packae:

(2) The general licensee sliall store the
byproduct material, until used, in tile original
shipping container or in a container providing
equivalent radiation protection.

(3) The general licensee sh-ll use the
byproduct material only for the uses authorized
by paagraph (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 tIle unopened,
labeled shipping container as received from the
supplier.

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

(1) Except as prepackaged units whiclh are
labeled in accordance with thle provisions of a
specific license issued uader the provisions of
§32.71 of this chapter or in accordance with
the provisions of a specific license issucd by an

1 A State to which the Conilmissiom has
transrerred certain regulaltory aut1horitV over
radioactive matcrial by formal areecment,
pursuant to section 274 or the Atomic Energy
Act of 1954, as amended.

This radioactive mnrtcrial mn:y be received,
acquired, posscsed(. itd ijsed only by
phvsicis;i. clinical laboratorics or hospitaik and
only frr int vitro clinical or laboratory tlSts not
involving internal or e tcrral administration of
t1:e material or tihe radi3tion thererro:n to
Iim Ilnla a b ei ns or a ilnlnts. Its reccipt,
acluisitiitl, licsscSsion. use, and transfer a-e
subject to the regrhuations atid a gencral licensu
of the U.S. Atomic Enmerigy Commission (ir of a
State vith whlich thmc Coniniission has entered
into :an agreculenlt for the exercise of regulatory
authority.

Name of minnufac:iiner

(e) The registrant possessing or using
byproduct materials under the general liccnse
of paragraph (a) of this section shall report in
writing to the Dircctorate of Licensing,
Mdaterials Trarmcm any changes in information
furnished by Thin in the "Registrationi
Ccrtificate-Il V'itro Testing with Byproduct
M-laterial Under General License", Iorm
AEC- *1S3. The report s halt be ftirnished vwithin
30 days after the effective date of such char: e.

(f) Any person Using byproduct mnateri-'
pursualit to the general license of paragrapl'
or this section is exemplt from the requiienli J
of Part 20 of this chapticr With respect --
byproduct materials covered by that genera'2
license. S

NOTE

If larger quarntities or other forms of byproduct material than those specified in the general. liccnse of 10 CFR 31.11 are required, an"Applicatioin for Byproduct Mfaterial License," Form AEC-313, shotild be filed to obtain a specific byproduct material licensc. Copies of applicationand registration forms may be obtained from the United States Atomic Energy Commission, Wasiltigton, D.C. 20545, Attention: Mkaterials Branch,
Directorate of Licensing.
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