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1074 REGISTRATION CERTIFICATE-IN VITRO TESTING Budget Bureau No.

10 CFR 31 38-RO 160

WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Section 31.11 of 10 CFR 31 establishes a general license authorizing physicians, clinical laboratories, and hospitals to possess

certain small quantities of byproduct material for in vitro clinical or laboratory tests not involving the internal or external

administration of the byproduct material or the radiation therefrom to human beings or animals. Possession of byproduct

material under 10 CFR 31.11 is not authorized until the physician, clinical laboratory, 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

Energy Commission" or "Commission" appear in this registration, they mean the Nuclear
Regulatoq Commission created by Public Law 93;438 and Executive Order No. 11834.
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3. I hereby apply for a registration number pursuant to
§31.11, 10 CFR 31 for use of byproduct materials
for (please check one block only)

0 a. Myself, a duly licensed physician authorized to
dispense drugs in the practice of medicine.

b. The above-named clinical laboratory.
FIc. The above-named hospital.
4. To be completed by the Atomic Energy Commission

INSTRUCTIONS
1. Submit this form in triplicate to:

Director of licensing
ATTN: Materials Branch

Regulation
U.S. Atomic Energy Commission
Washington, D.C. 20545

2. Please print or type the name and address
(including zip code) of the registrant
physician, clinicial 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.)

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 instruments to carry out the tests for which byproduct material will be used under the

general license of 10 CFR 31.11. 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 change in the information furnished by a registrant on this registration

certificate be reported to the Director of Licensing, 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 comrply 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.
p
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WARNING-18 U.S.C.. Section 1001; Act of June 25, 1948; 62 Stat. 749; makes It a criminal offense tomake a willfully false statement or

ACrepresentation to any department or agency of the United States as to any matter within its JurisdictIon.
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CONDITIONS AND LIMITATIONSq OF GENERAL LICENSE 10 CFR 31.11 '"

§31.11 General license for use of byproduct (1) Name and address of the registrant; the provisions of a'seii ies sudbmaterials for ~certain in" vitro clinical'-or: - (2)Tbe location of use;'and - an Agreement Sae' which 'authdrizes mianu-laboratory testing. .. (3)A statement 'that the"' rgistrant has' 'fictue~id dsrbto''f'i'ie1
-I ''Fappropriate radiation measuring-instruments .iodine-131,j"or 6arb'6ri-144'fr'disitribution to(a) A general llcrnse i'hrbyise toto carry 'out in vitro clinical or laboratory "persons ger~erally licensed by' 'the Agiiement

any physician, clinical laboratory or hospitaV tests with'byproduct'mate'rials'as authorized, State. '- ' 1. Ato receive, acquire, possess,' transfer, or use, under the general license in paragraph (a) of (2) Unless the following statement, or afor- any of the- following 'stated tests,' 'in "'',this, section, and that such tests will 'be substantially similar statement which contains,accordance with' the provisions of paragraphs 'performed only- by, personnel 'competent in - the- information called forl in the'Ifolowing(b), (c), (d), (e), and (f) of this section, the the use of such instruments and in, the statement, appears on a label affixed to eachfollowing byproduct materials in prepackaged handling of the byproduct materials.' ' *-"prepackaged unit or appears in a leaflet orunits: . . ' ( c) A person who receives,, acquires, brochure which accompanies the package:
'(1) Iodine.S inunit not exceeding-l possesses or uses byproduct mate Or1S n.0rial pusuant This radioactive 'material may be received,'microcuries each for use in in'vitro dlinical or.' to the general license established by paragraph acquired, possessed,' and used only by physi-laboratory tests not 'involving internal 'or ,';(a)' of this section shall comply' with 'the! cians, clinial, laboratories or hospitals andetraadiitainobyrdcmaei'.foilog:'. only for in vitro clinical or laboratory testsaetorni th admiitation therefromcto hmanei oig

being or'h raniias.'eefom to huan 1) The general licensee shall not possess at -not involving internal or external administra-beigs r aimas.any' one time, pursuant to the general license tion of- the material, or the radiation there-(2) Iodine-131, in units not exceeding 10 ', in' paragraph (a) of this section, at any one' from, to human beings or animals. Its receipt,'microcuries each for' use in in vitro clinical location of storage or use a total amount of acquisition, possession, use, and traiisfer'are
ror laboratory tests not involving internal or-- iodine-125 and/or fodlnc~.131 in excess of 200 subject to the regulations and a general licenseexternal administration of byprod'uct maiiri-" --'m'icrocuries." of the U.S. Atomic Energy Commission or ofal, or the radiation therefrom, to' human (2)The general licensec shall store the a State with., which' the! Commission hasbeings or, 'animals. "y"'-,' ' tr bjproduct material, until used, in the original ente'red into an agreement for. the exercise of

(3) Caxbon-14, in units not exceediirg 10' shipping container or in a ccntainer providing regulatory authority.. i,~Jl .1midcrocuries each for use in in vitro'clinical oi- equivalent radlition protection. . ~
laoaoytss o novn 'nenlo (3)The general licensee shall. use the ' -'"Namie o'f' manufac'tur'er "z-iexternal administration of byproduct matreri.' byproduct material only foij the uses author-!~- ;' ' a
al, or the radiation therefrom, to. humani 'ized by paragraph (a) of this section. ' (e) The: registrant,: possessing. or, usingbeings or animals. I" " N '(4)Thegeneral licensee shallnot transfer, byproduct materials under the generallcense

(b) No person shall receive, acquire,"-- the. bypr~iduct'nmatertal to a prson who is not ~ofparagraph (a) of this section shallreport inpossess, use. or~ transfer' bypr-oduct' material - -a-uthorized to receiveit pursuajit to a license -writing , to the Director., of - Licensing any~pursuant to the general license established by -. issued'byithe Commfission or aniAgreemeit - changes in the informatioji furnished by himIparagraph (a) of this section until he has filed' 'State,1 nor, transfer the bypioduct material in in -the '."Registration' Certificate:-rln VitroForm AEC-483; "IRegistration'Certificate -In :any . manner- other' than.ihi the unopened, Testing: with'. Byproduct', Material . Under • "Vitro Testing with Byproduct Material Under labeled shipping cc"-driner as received from General License",- Form AEC-483., The report,General license", with the Director of Licens- the supplier.,, . shall. be, furnished, within,3 days after. theing, U.S. Atomic Energy Commission, Wash. (d) The general licensee shall not receive,.-. effective date of such change. -, .,ington, D.C. 20545, and received from the acquire, possess, or use byproduct' material " (f) Aniy personi using byproduct materialCommission a validated copy of Form pursuant to paragraph (a) of this section: pursuant to the general license of paragraphAEC-483 with registration number assigned. (1) Except as prepackaged units which are (a) of this section is exempt from the require-The registrant shall furnish on Form AEC-483 labeled in accordance with the provisions of a menits of Parts 19 and 20 of thils chapter withthe following information and such other peific license issued under the provisions of respect to byproduct materials covered byinformation as may be required by that form:- 73.1l of this chapter or in accordance with- -that general license. - - "---

NOTES

IA State to which the Commission has transferred certain regulatory authority over radioactive matenial by fonnal agreement, pursuan't tosection 274 of the Atomic Energy Act of 1954, as amended. -. .w' -- ',

A new triplicate set of this-Registration Certificate, Form AEC-483, may be usedto report any, change. of information furnished, by aregistrant'as'required by §31.11(e).';., 4.'-'~~- ~ '~' : ''~fi

-If, arger. quantities or other forms of, byproduct material, than- those specified in the general license of 1 I0 CFR- 3 1.1 1. are required, an"Appli~cation. for, Byp'ro'ducit Material License,".. Form AEC.313, should be, filed. to, ob tain a, specif ic byprodu ct material lic'ense.. Copies ofapplication and registration forms may be obtained from the United States At omic Energy Commission, Washington, D.C. 20545, Attention:
Materials Branch, Directorate of Licensing, Regulation.
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