
NRC Form 493. U.S. NUCLEAR REGULATORY COMMISSION
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Section 31 11 of 10 CFR 31 establishes a general license authorizing physicians, clinical laboratorie
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1. Submit this form in triplicate to:- Ristraton number:

'"Ofrice of Nuclear Material Safety and Safeguards ' - 310<0.
ATTN: Radioisotopes Licensing Branch 1 a
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Waihington, D.C. 20SS5 '
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2. Please print or type the name and address (includ-
* zn p code) of the registrant physician, clinical
labortory or hospital for whom or 'for which
'this reistration form I. filed. Position the frst
'''kcrof the address below the left dot and do
'not extend the address beyond the right dot. (At
NRC'i registration inumber'will be assigned and
a validated cony of NRC Form 483 will be re-
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5. if place of usc is different from addrss in Item I, please give complete address:
| ~ ~ s is dif.- er-nt fro addes in Itemi. X,

6. Certification:

I hereby certify that:

a. All information in this registration certificate is true and complete. 0 > , _ - -

b The reistrant has appropriate radiation measuring Instruments to carry out the tests for which byp'oduct material will be used under the

general license of 1ITCFR 31.11. The tests win be performed only by pe competet in theme of the truments and in the
shandling of the byproduct materials.

c. I understand that Commission regulations require that any change in the information fhrnished by a r t on this restration
$ certificate be reported to the Director of Nuclear Material Safety and Saf within 30 days from the effective date of such change.

d. i. have 'rad and understind the provisions of Secion 31.11 of NRC i"glat ons 10 CFR 31 (reprinted on th evere side of this form);

and I undernsand ihitbthe registrant Is requirosd to comply with thosprovisions as to all byjpriduct material which he receives anqulre -
pOSsSSes, use, or transfers uiider the genral license for which this Regstration a e f wod with the Nucler Regulatory Commission.-
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Printed name and tite or postin of fliIng f-- -.-
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CO.DITIONS AND LIMITAT ONS -ENERA- NSE 10 CF 111

§31 it'Ge etlulisco byprotduct ReulatoryComnmission, 'hiton'§3trlslforenertalicns for useahigtnoDf. (1) Except as prepackagid uinjitsawicheanetneriabs for certain in wino clinical or Ixbori-: 2055.' nd reeieid -from the'Commission a labeled in' accordance with the provisions of atory testing, - - - - nvalidated copy of NRC Form 483 with regis. specUfc liee isued under the provisions of..... ,- : -ttion number assigned or until he has been }32.71 o( this chpter or in accordance with(a) A general license -is hereby usued to . authorized pursuant to .§ 35.14(c) of this chap- the provisions of a specific license issued by anay physician, cinical bboraiory or hospital tr to use byproduet materil under the general Agreement State that authorizes manufacturetoreceive,acquire,posusss,ttwfsfer'oruf
0 r licensein this 31.11 .The registrant shall iand -distribution of liodine 125, iodine -131.any of the following stated tests, in accordnop ' funish on NRC Fot 483the vi infor .: e rbon-14,' hydrogen.3 '(tridum), "or irou-59with the provisions of parigraphs (b),(c), (d),--' maion 'and such'other information s may be ''for'distribution'to ;peroosgnerally licensed(c), *nd (f) of this section, the following by- required by that form: by the Agreement State.product materials in prepackaged units: (1) Name and address of the registrant; (2) Unless the following statement, or a(I) lodine125, in units not exceeding 10 (2) The location of use; and - substantially similar statement which containsmicrocuries each for use In in vitro clinical or (3) A statement that the reistrant has ap. the information called for in the followinglaboratory tests not involving internal or ex- propriame tadiation measuring instruments to statement, appears on a label affixed to eachternal administration of byproduct material, carry out in vitro clinical or laboratory tosts': prepackaged unit or appears In a ieale oror the radiation therefrom. to humn Wbeings -`with byproduct materials as authorized under brochure which accompanies the package:or animaIs. I i : ¢ ; '.- 'the general license in paragraph (e) of this This radioactive material may be received,(2) lodine-131, in units not exceeding 10 setion,'and that such tests wili be performed acquired, possessed. and used only by physi-microcuries each for use in In vitro clinical or only by personnel competent in the use 'of cians, clinical laboratories or hospitals and onlylaboratory tests not involving internal or ex- :such instruments and In the handling of the for in vitro clinical or laboratory tests notternal administration of byproduct material, or byproduct materials. involving internal or external administration ofthe radiation therefrom, to human beings or ' c) "A person who receives,- acquires, pos- the material. or the radiation therefrom. toanimals ; ' sesses or uses byproduct material pursuant to human beings or animals. Its receipt, acuisi(3) Carbon.14, in-uats not exceeding 10 the'gnera icense establishedby paragraph (a) tion, possession, use, nd transfer are su jectmicrocuries each for use in in vitro clinical or of this section shall comply with the following: to the regulations and a general license of thelaboratory tests not involving internal or exter- -(1) The general licensee shall not possess U.S. Nuclear Regulatory Commission or of anal administration of byproduct material, or at anyone time, pursuant to the general license State with which the Commission has enteredthe radiation therefrom, to human beings or in paragraph (a) of this section at any one into an agreeinet for the exercise of regula-anals location oF storage or use, a total amount of tory authority.-,(4) Hydrogen 3 (tritium). in units not ex- iodine 125, Iodine 131, and/or iron 59 in ex-ceeding SO microcuries each for use in in vitro cess of 200 microcuries. ' .' ...'.'.'.'.clinical or laboratory tests not involvin inter- -' (2) The general licensee shall store the by- Name of manufacturernal or external administration of byproduct product material, until used, in the original (e) The req strant possessing or using by-material, or the radiation therefrom, to human shipping container or In a container providing 'product materialsiunder the general license ofbeings or animals. - equivalent rdiation protection. paragaph (a) of this section sIl report in(5) Iron 59, in units not exceeding 20 (3) The general licensee shall use the by- t writtng to the Director of Nuclear materialmicrocuries. each for use in in vitro clinical or product material oni; for the uses authorized ' Safety and Safeguards any changes in the in.laboratory -tests not Involving internal or ex- by paaph (a) of thissction formation furnhhed by him In the "Registra-ternal administration of-byproduct material, (4) -Te general licensee shall not transfer tion Certificate - In -Vitro Testing' with By.or the radiation therefrom, to human being the byproduct materiat except by transfer tosa - product Material Under General License,' NRCor animals. - - - person -authorized Ato receive it by a license Form 483. The report shall be furnished with-('~" (b) No person shall receive, acquire, poea pursuant to this chapter or from an Agreement 'in 30 days after the effective date of suchiess, use or transfer byproduct material pur- State,' nor transfer the byproduct mateial in change.suant to the general lIcensi-eetablished by any manner other -than -in the unopened, - -() Any person using byproduct materialparagraph oa) of this section until he has filed labeled sping container as received from the ; puuanstto the geneal liconse of pagraph (a)NRC Form 483, "Registration Certificate-in supplier '. of this section is exempt from the require-Vitro Testing with Byproduct Material Under (d) The general-licensee shall not receive, ments of Parts 19 and 20 of this chapter withGeneral License," with the Office of Nuclar acquire, posses, or use byproduct material respect to byproduct materials covered by thatMaterial Safety an Safeguads, U.S. Nuclear pursuant to paragraph (a) of this section: general license.

- NOTES -

'A State to which certain regulatory authority over radioactive material has been transferred by formal agreement, pursuant to section 274 ofthe Atomic Energy Act of 1954, as amended.
2 Material generally licensed under this section prior to January 19. 1975 may bear labels authorized by the regulations in effect on January 1,197S.

'Anew triplicatesetof thisRegistrationCertifiate NRCForm483 maybe usdtoreport anychangof informationfurnished by a registrantas required by §31.11(e). ' ' -
If larger quantities or oth forms of byproduct materlal thain those specified in the general lices of 10 CFR 31.11 are required, an "Appli-cation for Byproduct Material License," NRC Form 313, should be filed to obtain a specific byproduct matqlal license. Copies of applicationand registration forms may be obtained from the United States Nuclear Regulatory Commission, Washington, D.C. 20555, Attention: RAdjo-isotopes Li Branh, Division of Fuel Cycle and lter5W Safety.--

'' " PRIVACY ACT STATEMENT ' ' ' -' - - ' -Pursuant to-5 U.S.C. 522a(e)(3), enacted into law by section 3 of the Privacy Act of.1974 (Public Law 93-579), the follwing statement is fur-nished -to individuals who supply .information to the Nuclear R ulato' Commlsiion'n'Forns'NRCC-482 'id NRC-483.Thisnformution ismaintained in a system of records designated ai NRC3 anid dib e Federal Register 4S334 (Oct6ber1 1975).:f -
1. AUTHORITY Sections 81 end 161(b) of the Atoivde E*y Act of 1954, u amended (42 U.S.C. '2111 ad 2201(b)).
2. PRINCIPAL PURPOSE(S) The information is eauated by the NRC staff pursuant to criteria set forth in 10 CFR Puts 20-36 to determinewhether the applcition conforms to the requiemments of th Atomic Energy Act of 1954, asamnded, ad the regulations of the NRC,-for theissuance of a registration certificate'authoring the use of byproduct material for medicail use or in vitro testing -''.
3.' ROUTINE USES The information may be used: (A) to provide records to State health departments for their information and use; and (b) toprovide information to Federal, State and local health officials and other persons In the event of Incident or exposure for purposes of theirinformation investigation, and protection of the public health and safety. The information m3ayalso be disclosed to'appropriate Federal,State, or Iocl agencies in the event the information indicates a violation or potential violation of law and In the eounre of an administiative orJudicial proceeding. -In addition, this information may be transferred to an appropriate'Federal, State, or local agency to the extent relevantand necessary for an NRC decision or to an appropriate Federal agency to the extent relevant and necessry for that agency's decision about you.
4. WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDU AL OF NOT PROVIDING INFORMATIONDisclosure of the requested informationIs voluntary If the requested information is not fuished owever, the registrttion 'cerftfcte, oramendment thereof, wil not be processed. no - , . - ; . _ i >-J',>- -
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