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10 CFR 31

US. ATOMIC ENERGY COMMISSION

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

Form Approved
Budget Bureau No.
38-RO 160

Section 31.11 of 10 CFR 31 establishes a general license authorizing physicians, clinical laboratories, and hospitals to possesscertain 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 byproductmaterial under 10 CFR 31.11 is not authorized until the physician, clinical laboratory, or hospital h AkWt8& 3ordgs

rne rd gthey mean tie Nuclei
Regulatory. Comflaiuon created by Public Law 93438 and Executive Order ?No. 11834.
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l a 1 II .il.h. 48013 3. 1 hereby apply for a registration number
§31.11, 10 ,CfR 31 for use of byproduct inai
for (please cheek one block only)

. . -- : a. Myselfiauly licensed physician authorki
.. <dispense gsn the practice of medicine.

0 r. The above-W aed clinical laboratory.
0 * ihe sboveamed hospitaL
4. 'obe co ed by the Atomic Energy Comm

1, Subimit this form in triplicate to:.
VpRector oklicensingFrbh U.£* ufli oyCm sao

*AMMN: terials Branch
.9uation :
.S. At~ominergyCmissiont,.-//f'

2 j lease print'o type the name and addreis-.
4 inludin *ij code) of the registrant,
; b'siclan; dRinicial laboratory, or hospital

or 6 4on which this registration r y y t 19 1976~ omislhaL~sltlothe first letter oft-
* ,: t rss below the left dot and do nat

,tend the address beyond the right dot (If this f n Intial resfstrahon* B this space blank-number to bei At AEC, a ~registration number will Te aissignedbyAEC. ihL, isace-ofinformation from a previously,signed td a validated -copy of Form regsfered general ce see, -dete your registration number.)'
:- 483 llCreturned.)-.

- 3 . ' ., Xf'-- .

*.aCllal; I1707. 3A1l6in Id.; Iota, 4.
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.#hreby berfifly that:

T-All information in this registration certificate is true and complete. *'

-j -. T registant has appropriate radiation measuring instruments to carry out the tes for whichyproduct material will be used und, general Ecense of 10 CFR 31.11. Theitests will be performed only by personi' mcompetent the use of the instruments andn bi~ndlingot the byproduct materials. :

; i.-understnd that Commission regulations require that any change in the ifaton furnied by a registrant on this regist
-s.~' erteifficate be reported to the Director of Licensing, within 30 days from the effectin date of schange.

.. d-W I have read and understand the provisions of Section 31.11 of AEC regulations 10CFR 31 (Jed on the reverse side of this form), n I J pderstand that the registrant is required to comply with those provisions as to al byprict material which he receives, acq
.possesses, Jises, or transfers under the eneal license for which this Registrationertielcate is d with the Atomic Energy Comm

; AU.- - 19- 6 *. . By 6

ISign 6Vpefonffingfom

t nae nd titlefor position ofper flingform :

. C ecln10011 Act otJune 25, 1948; 62 Stat. 749; makes It a criminal otfens j~o make a willtoiiY talse statment 1 4
representation to any department or ageecy of the United States as t6 iyn ratterf jw'iuln Its jurlsdition.
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CONDITIONS AND LIMITATIONS 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 specific license issued by

materials for certain in vitro clnical or (2) Its location of use; and an Agreement State, which authorizes manuk >

laboratory testing. (3)A statement that the registrant has facture and distribution of iodine-125,
appropriate radiation measuring instruments iodine-131, or carbon-14 for distribution to

(a) A general license Is hereby issued to to carry out in vitro clinical or laboratory persons generally licensed by the Agreement

any physician, clinical laboratory or hospital tests with byproduct materials as authorized State.

- - to receive, acquire, possess, transfer, or use, under the general license In paragraph (a) of (2) Unless the following statement, or a

for 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 for in the following

(b), (c), (d), (e), anl (f) of thi 'section, the ' -'the use -of such instruments- and in the statement, appears on a label affixed to each

following byproduct materials in prepackaged handling of the byproduct materials. prepackaged unit or appears in a leaflet or

units: (c) A person who receives, acquires; brochure which accompanies the package:

(1 Iodine-125, in units not exceeding 10 possesses or uses byproduct material pursuant This radioactive material may be received,

microcuries each for use in in vitro clinical 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, clinical laboratories or hospitals and

external administration of byproduct mated- following: only for in vitro clinical or laboratory tests

al, or the radiation therefrom, to human (1)The general licensee shall not possess at not involving internal or external administra-

beings or animals. 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 transfer are

or laboratory tests not involving internal or iodine-125 andlor iodine-131 in excess of 200 subject to the regulations and a general license

external administration of byproduct materi- microcurlies. of the U.S. Atomic Energy Commission or of

al, or the radiation therefrom, to human (2)The general licensee shall store the a State with which the Commission has

beings or animals. - byproduct mpterial, until used, in the originda entered into an agreement for the exercise of

(3) Carboni-14; in unitr not exceeding 10 shipping container or in a container providing regulatory authority.

microcurles each for use in in vitro clinical or equivalent radiation protection.

laboratory tests not involving internal or (3)The general licensee shall use the Name.of.manufacturer

external administration of byproduct mated- byproduct material only for the uses author-

al, or the radiation therefrom, to human ized by paragraph (a) of this section. (e) The registrant possessing or using

beings or animals. (4)The general licensee shall not transfer byproduct materials under the general license

(b) No person shall receive, acquire, the byproduct material to a person who is not of paragraph (a) of this section shall report in

possess, use or transfer byproduct material authorizep to ;eceive it pursuant to a license writing to the Director of Licensing any

pursuant to the general ficense established by issued by 'the Commission or an Agreement changes in the information furnished by him

paragraph (a) of this section until he has fied State,* nor transfer the byproduct material in in the "Registration Certficate-In Vitro

Form AEC483, "Registration Certificate-In any manner other than in the unopened, Testing with Byproduct Material Undr

Vitro Testing with Byproduct Material Under labeled shipping container as received from General License", Form AEC(483. The repoa

General License", with the Director of Licens- the supplier. . shall be fumished within 31 days after t

ing, U.S. Atomic Energy Commission, Wash- (d)The general licensee shall not receive, effective date of such change.

ington, D.C. 2054S, and received from the 'acquire, possess, or use byproduct material () Any person using byproduct material

Commission a validated copy of Form pursuant toparagraph(a)o thi section: pursuant to the general license of paragraph

AEC-483 with registration number assigned. - (1) Except as prepackaged units which'are (a) of this section is exempt from the require.

The registrant shall famish on Form AEC-483 labeled in accordance with the provisions of a ments of Parts 19 and 20 of this chapter with

the following information and such other specific license issued under the provisions of respect to byproduct materials covered by

information as may be required by that form: §32.71 of this chapter or in accordance with that general license.

NOTES

'A State to which the Commission has transferred certain regulatory authority over radioactive material by formal agreement, pursuant to

section 274 of the Atomic Energy Act of 1954, as amended.

2A new triplicate set of this Registration Certificate, Form AEC-483, may be used to report any change of information furnished by a

registrant as required by §31.11(e).

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 Enegy, Pshington, D.C. 20545, Attention:

Materials Branch, Directorate of Licensing, Regulation. 0 fis+isi
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