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1OC R 31 REGISTRATION CERTIFICATE-IN VITRO TESTING 38-R0160

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 o
byproduct material under 10 CFR 31.11 Is not authorized until the physician, clinical laboratory. or hospital has filed
NRC Form 483 and received from the Commission a validated copy of NRC Form 483 with registration number.

Suman M. Mat. ]MAX
K&S Family Practice".C1inic 3. I hereby apply for a registration number pursuant to

§31.11. 10 CFR 31 for use of byproduct materials for
2901 Newburgh Rd; -1k, (please check one block only)

MI 48184 01' Wa. Myself, a duly licensed physician authorized to dispense
Wayne, MI. 4818 drugs in the practice of medicine.

JR b. The above-named clinical laboratory.
0 c. The above-named hospital.
4. To be completed by the Nuclear Regulatory Commission.

INSTRUCTIONS
1. Submit this form in triplicate to: Registration number: 0273

Office of Nuclear Material Safety and Safeguards It 02 73
ATTN: Radioisotopes Licensing Branch
U.S. Nuclear Regulatory Commission FOR THE U.S. tAL AR ATORY COMMISSION
Washington, D.C. 20555 0

2. Please print or type the name and address (includ-
ing zip code) of the registrant physician. clinical 1)
laboratory, or hospital for whom or for which I
this registration form is rFIed. Position the first
letter of the address below the left dot and do &W Mnb- arion. leave (his space blank M;zym6ei; 493
not extend the address beyond the right dot. (At asigned by NRC If this is a change of information from a previously
NRC. a registration number will be assigned and regiseredgenerallicensee, include your registration number.
a validated copy of NRC Form 483 will be re-
turned.)

~'Itfplace of use is different from address in Item 1. please give complete address,

6. Certification:

I hereby certify that:

a. AU 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 Nuclear Material Safety and Safeguards within 30 days from the effective date of such change.

d. I have read and understand the provisions of Section 31.11 of ARC 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 byproduct material which he receives. acquires.
possesses.uses. or transfers under the general license for which this Registration Certificate is filed with the Nuclear Regulatory.Commission.

Dat:. -- t S->- '1 . By X -1 A
Signature of person f ng form

S4 tnm Andtitle Aon -o perso fn f
-Printed name and title or position Of person filing form

WARNING-18 U.S.C. Section 1001; Act of June 25. 1948; 62 Stat. 749; makes it a criminal offense to make a willfully false statement or
representation to any department or agency of the United States as to any matter within its jurisdiction.



CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11
131.1 1 General license for use of byproduct inatserials license cstablishcd by paragraph (a) of this section (d) The general licensee thall not receive. a cquirc,for certanin n vitro cliniral or laboratory testing. until he has filed NRC Form 483, "Registration Ccr. possess, or uste byproduct otaterial pursuant totificatc-in Vitro Testing with Byproduct Material paragraph (a) of this secti on:(a) A general license Is hereby issued to any physi. Under General License." with the Director of Nuclear (1) Except sit prepackaged units which are labeledelan, veterinarian in the practice of veterinary Material Safety and Safeguards, U.S. Nuclear In accordance with the provisions of a specific licensemedicine, clinical laboratory or hospital to receive. Regulatory Commlsslon, Washington. D.C. 20555, Issued under the provisIons of §32.71 of thIs chapteracquire, poaseas, transfer, or use, for any of thle and received front the Commission a validated copy or In accordance with the provisions of a specificfollowing atated teats, in accordance with the provi. of NRC Form 483 with registration number assigned license issued by an Agreement State that authorizessions of paragraphs (b), (c). (d). (c), and (f) of this or until hc has been authorized pursuant to 135.14(c) manufacture and distribution of iodtne.125, iodine-section. the following byproduct materials in of this chapter to use byproduct material untder the 131. carbon-14. hydrogern.3 itritium). sefenluni.75.prepackaged unit;: general license ins this §3 1. 11. The registrant sitall fur- iron-59 or Mock Iodine. I25 fur distribution to per-(1) locilne-t25. In units not exceeding tO nish on NRC Form 483 the following informatiort and sons generally licensed by the Agreement State.microcuries each for use In in vitro clinical or such other infoerstaiors as may be required by that (2) Unless the following statement. or a substan-laboratory tests stot Involving internal or external ad- form: tialY aihtitar statement which contains the infcrma.mInistration of byproduct material, or the radiation (I) Name and address of the registrant; tion called for hIts ite followving stasemettt, appears ontherefrom, to huntan beings or anitalsa. (2) The location of use; and a labcl xffixed to each prepackaged uttit or appears in(2) lodine.1131. In unttis not excccding tO (3) A statement that thc resistrutnt has appropriate a leaflet or brochure whichs accomnpanies the package:5microcurics each for use in in vitro clinical or radiation measuring itsstruttertts ito carry out itt vitro This radioactive iraterial may be received. ac-laboratory tests not isivolving internal or exterstal ad- clinical or laboratory tents witit byproduct matetials qttirecs, possessed. atsd used only by physicians,ministration of byproduct material, or the radiation as authorized under the general ticense in tsarsgraph veterinariarts in tite Practice Of veiserintlY medicine,therefrom, to humats beings or snirtals. (a) of this section. and that suich tests will be per- cltrticat laboratories or hospitals and onlty for in vitro(3) Carbon-14. in utdits tsot exceeding tO formed only by personrsel contpctctt in tice use of clitrical or lahtsratory tests not involving inserttal ormicrocuries each for use in its vitro clirtical or such instrumettts artd irs tite itardling of the byprodurct extcrttal adrtitristratiots of the material or tli seadia-laboratory tests not Involving issteritsl or catertial ad. materials. tiott titereftsrn, to isutan beings or anittals. Itsministration of byproduct material, or the radiation (c) A person who receives, acquires, possesses or receipt, acquisition, possession, use, and trasrsfer aretherefrom, to huntan beings or atainsas. uses byproduct material pursuant to thse griteral subject so the regulatiorts artd A geneiral license of tttc(4) Ilydrogen 3 (tritium). Itt units not excreditsg 50 license establisired by paragraph (a of titis section U.S. Nuclear Regulatory Commission or Of a Statemicrocuries each for use In in vitro clinical or sltall comply with tlte following: with which tire Commissiott itas entered into art agree-laboratory tests tsot involving intcrna.l or extrcctal ad- (I) Thte general licensee shall not possess at any one merit fur thre exercise of rrgulatory auslrority.ministration of byproduct material, or the radiation time, pursaustt to the gerteral license in paragraph (a)therefrom. to human beings or aninsals. of this section. at any one locatiots of storage or use, a ..... ...........(5) Iron 59. in units not exceeding 20 nticrocurics total amount of iodirte 125. iodine 131. scleniurn-7S. Naitte of marsufacturereach for use in in vitro clinical or laboratory tests not and/or iron 59 in excess of 200 tnicrocuries.involving Intternal or external admittistration of (2) The general licensee shall Store sthe byprodtrct (c Tise registrant possessing or using byproductbyproduct mascrial, or tite radiation therefrom, to material, until tsed, i ts he origitral shippittg cortsaisser tasterials utndcr ithe general license of parsgr~mpl (a) ofhusnan beings or attimals. or in a container providing equivalent radiatiost pro- sthis section shall report in writing so the Director of(6) Seletsuiun-75. its units ttot exceeding 10 tection. Nuclear atacrial Safety and Safeguards atty chsangesmiroure echfo seini vtr ciicl r (3) The getteral licensee shall use the byproduct in tire information ftsrnished by him Its the '"Registrat.laboraoryc tests not sei involving intern al or etra d material only for the uses authorized by paragraph (a) tioss Certificate-In Vitro Testing with Byproductminisrationy ofst bypodt c maogiterial, or ethernladiai- of this section. Material Under Getneral License." NRC Forms 483.miithretron, tofhma beindcts eral or animals. tio (4) The general ltcensee shall not transfer ithe The report shall be furnished within 30 days after thetheefrm. o hmanbeigs r aimas.byproduct material except by tratrsfer to a person effective date of such change.3(7) Mock lodinc-125 referentce or calibratioss authorized to receive is by a license pursuant to this (f) Any person using byproduct material ptrrsuantsources, in uitisa not exceedirtg 0.00)5 trricrocuric of chapter or from an Agreement State,t nor trastsfer stre to the gerteral license of paragrapsh (a) of this section isiodine-129 and 0.003 microcuric of amrrtiriutn-241 byproduct material in any mattner other than in the exenipt fromn the requisemctsts of Parts 19. 210 and 21each for use in in vitro clinical or laboratory tests not unopened, labeled shipping contrainer as received of this chapter wish respect to byproduct materiAlsinvolving internal or external admtinistration of from the supplier, covered by tlrat general tlcense. except that sitch per.byproduct niateralat or ithe radiatiort tlrerefromn, to (5) The general lMICene shast dISI)S roeo tire Mock asosn usitg tlte Mock loditte.123 described inhuman beitigs or animals. lodine.125 reference or calibratiors sources decribed paragraph (a)(7) of this section shall comply with tiseIb) No persots shall receive, acquire, possess, use or in paragraph (a)f7) of this section as required by provisions of 120.30L. 20.402 and 20.403 of thistransfer byproduct material pursuant to the general §20.301 Of this Chapser. chapter.

NOTESIA State to which certain regulatory authority over radioactive material has beets transferred by forstttl agreensent, pursuant so section 274 of tiseAtomic Energy Act of 1954, as amnsetcd.
2 Material gerterally licensed ussder ithis section prior to January 19, 1975 tmay bear labcls austhuriied by tlicre rgslatiorts in effect ott Junuary 1,1975.

A new triplicate set of tlsis Registration Cz!lificate. NRC Form 483, nsay be usesd to repoirt arty chsatge of information Ifrtrnishecl by a registrant asrequired by §3 1.1 (e).
If l-.rger quantitics or othcr forrsss of bypruduct material titan thotse specilied in the genera) license 01' 10 CFR. 3 111I are required[, art "Applicat.lion for Byproduct Material License,"' NRC lForstts 3 131, 3 13M, or 3 1 3R sitould be filed so obtain a specific byproduct material license. Coptes ofapplication and registrasion formts tmay be obtained fron lthe Uittied States Nuclear Regulatory Commrsission. Washissgtun, D.C. 2U555, Attentiots:Mlaterial Licensing Branch, Division of Fuet Cycle and Material Safety.

-PRIVACY ACT STATEMENT
Pursuant to S U.S.C. 522a(c)(3), ettacted into law by section 3 of tlse Privacy Act of11974 (Public Law.93-5 79), tlse following statensens is fur-ttisltcd to istdividuals who supply ittforsnatiots to the Nutclear Regulatory Commtnissiont ot NRC Fsrtin 483. This infosrmatiots is tMaintainted its asystem of records designated as NRC-3 and described at 40 Federal Register 45334 (October 1, 1975).

I. AUTH-ORITY Sections St attd 161(b) of the Atotiic Ertergy Act of 1954, as ansended (42 U.S.C. 21 11 atid 2201(b)).
2. PRINCIPAL PURPOSE(S) The inforsnatioss is evaluated by Iics NRC staff[ pursuant to crisetia set forths it 10 CFR Parts 30.36 to determinewtitehcr the application conforms In the reqtsircments of the Atontic Ettergy Act of 1954, as amrnttded. and tlie regulatiosts of site NRC, for theissuattce of a registration certificate autltorizirsg the use of its vitro lestissg.

3. ROUTINE USES The infortsatiort nay be used: (a) so provide records to State hsealith deisarsssettts for ileih ittfnrntation and rtse; arsd (b) toprovide infortnation to Federal, State, and local Isealth officials assd olther persons its sIre eve~ts of itncidenst at exisosure for isurposes of sircir in.formation, intvestigations, arid potaectioss of stecpssblic healths atsd stfety. The itsfortstaionart trty alsot bedisclus'd to appropriate Fedetual, State, orlocal agetscies in sthe evens ithe itsfortnatiott isdicates ;I violation or potcsttial viulasioss of law and itt tte course of an adinstistrative (tr jurdicialprocecdfisg. In addition, this issforstation Italy he srattsferred to ats apprropsiase Federal, State, or local agency to tise extcnts relcvasst atsdnecessary fat an NRC decisissn or to ass appropriate Federal agency so ithe ex~tent relevassi and stecessary for that agency's decisiots astout you.
4. WHE~TH-ER DISCLOSURE IS MANDATORY OR VOIJJNTARY AND) EFFECT ON INDIVIDUAL OF NOT'PROVIDING iNIFORNMA.TION It is volunttsry that you fstrnisis the recitested infortma~tiont. If tlte recctscssed ittfostrttirsn is ntor furntished, isowever, the tctci%tratsou eCr-tificate, osr asenedssent tt ercof, will stot Ise processed.

S. SYSTE-I NIA\NAGER(S) ANt) ADDtRESS Director, Divisiotn of Fuetl Cycle atnd Nlaicrial Safttcy, Office of Nttehear NIatrt iii n l Piot aitrSafegutards, U.S. Nutclear Regtulatory Commnttission, Washintis on, D.C. 7lltS5


