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REGISTRATION CERTIFICATE-IN VITRO TESTING

WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE
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Section 31.11 of 10 CFR 31 establishes a general license astilorizing physicians. clinical laboratorIes. hospitals, and
veterinarians In the practice of veterirnasy medicIne to possess certain small quarstirles of byproduct materIal for In vitro clinic
or laboratory tests not involving the Internal or external adininistiation of tie byproduct material or the radiation therefrom 0

human beIngs or animals. Possession of byproduct material under 10 CFR 31.11 Is not authorized until tile physician, clii ca
laboratory, hospital, or veserlinuaian In the practice of veterinary medicine. lias filed NRC Form 483 and received rro the
Commission a validated copy of NRC Form 483 with registratloli number.

DONALDI W. TTF n n P rP

7685 S. Brockway Rd. -
Yale, MI 48097 3. I herebty alil'ly ftit a rcgitralltoh'iuniimer pursitant lo

131.11 11. (CRF 31 for use or uyllroduct nuaseriaIs for
(pIlease chirtrA ontle 1ihic4 inly)
R a. mtyselr. a dioly licenised phmystcijn authorized to dis-

pense drigs in the jriclice of i;ei icine. -
I I b. 1 lie above-1trnttmed clinical laborallry.
II c. 1 lie aliove-nninrmed hospital.
I I d. Velteillmilalt In lile pm Cl ice or veteililary itediciic.
4. To be compirleted by the Nuclear Regulatory ComminissioIn.

i INSTRUCTIONS
1. Submit tlis rorm In triplicate lo:

o rice or Nuclear Material Safety and Safegtiards
ATTN: Material L.icensing Branch
U.S. Nuclear Regulatory Commisslon
Washinglon. D.C. 20555

-t

2. Please print or type Ilhe naime alid address
(including zip code) of the registrant physician.
clinical laboratory. hospital, or veterinarian in Ilhe
practice or veterinary nmediciine for whomi or for
which this registration fosin Is riled. Position tIhe
first letter of the address below the lert dot and do
not extend the address beyond tIle tIght dot. (At
NRC. a registration number will be assigned and a
validated copy of NRC Form 483 will be ielurned.)

Ql~egjsjraiiom tsssiibevt

:OP THE U.S. NUCL RE REGU 'IRY COMMISSION

,OI'SE . ARY 27, 1987
(Ifr this is ant initiial registration. lear e hils space blant - number to be
assixned b)' NRC. If tAhi is a change of Information frotn a prerlouily
registered general license. Inctludeyour registrat ion number.)

5. If plee'of use Is different from address In itemn I. please give complete address:
- 'L

6. Certificatios:.

I hereby cerlify tIaI:

a. All irifor ittation in t Iis e gsist ration ccliiiica Ic s ii Le it lltid Lt ii llll t .

b. 'Ilie registIalit ias approi nt liate ICIr liad ioll Ill rIIsstrisg il tIiititleSi o tit C:tiI y hut slI tIcNs I Iit wIlich t) pl odlttt Itt:IettleLl will lie uscd ittic I I tlie
general license or it ('R I 31.11. ' Ile tests will lie Ito riteit IonlIy by ici stioncl coipetit Ii Ihe mose tif Sile ilitriitcnlj; aid. ini ite ltandliiIg uir

itbe byproduct materials.

C. I Ulinderstanrl th at (-O itmitt iss ot reg ula~ tionls relttuire sti t arty c~lidlege il steSl irifurritmti ont liii tli died by a negissllnhlt 0in th i5 reg i iratioit CCI Sti cat le
be repoited to tile Diiectclm of N4ticear I Material Sarety atitl Salcri q tmiel witlidi 3(5 slays frottt tie effective dsle of such chuitge.

d. I Iave rend antd mitiseisanid tlie piovisinns atr Sectilot 31.11 oil NIt(' regonitions Its CI'R 31 frtepiinted nit ihe teverse side sif this formi); nil I
understand thi blCe regis strant Is weq tilted to coin ply wti lit tlse pi nvisions a to all 1.) PIpOiliii nmat cial % ihith lie receives. actiires, pnssesscs.
uses, or transfels utide. SIte general license fIr wh kicht tbis iegistiaalion t'eltilicale is tIil v,! ith ile Nucleanr itegill y Comiimissioni.

Dmle Mayj .I_ 1987 . _ _ _
1.1y . - (-/ Z,; 1 -- �-- --- - -/ I �" - � -�- �-4 ---- -� - �

DONALD NW. TItE'I$* . _'.- .
Ptinted name and title or position of person filing form

.. : , . i. . ;..,,,' 'I .

11, I .11
-7

... P�'. '.., .;, �-. . '. , - - .. ;. - -1 '. . . I. :1 i . ; .'. . :-,

WARNING- 15 U.S.C.. Section 1001: Act of June 25. 1941: 62 Stat. 749: makes Is a criminal offense to make a willfully false statement or
represenlalion lo any departimeni or agency or Ite Uniled SItacs as to any mattr rithin llts jurisdlcilon.
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CONDITIONS AND LIMITATIONS OF GENERAL. LICENSE 10 CFR 31.11

51.1 i-al hI weibc fr use of byproduct materials llceise established by paragraph la) of this section (d lie general licensee shall not receive, acquire,

l inu linial or laboratirry tCStiiig. until he has filed NRC Foirm 483, "Registration Ccr- possess. or use byproduct material pursusnt to

tificatc-In Vitro Testing with Btyproduct hlatcrial paragraph (a) of this section:

.rcral license is hereby issued to any physi- Under General l.icensc.' with the Director of Nuclear (1) Except as prepackaged units which are labeled

ciat. vctedirarian In the practice or veterinary Material Safety and Safeguards. U.S. Nuclear in accordance with the provisions of a speciflic license

1iedicirie. clinical laboratory or hospital to receive. Regulatory Commission. Wisshirgton, D.C. 205353 issued under the provisions of 132.71 of this chapter

, quirc. possess, transfer, or use, for any of th;e and received from tIre Commissioni a validaied copy or in accordance with the provislons of a specific

ollowiig stated tests. irs accordance with thc provi. of NRC Form 483 wilh registrationt number assigned license issued by an Agreement State that authorizes

urns of parigraphs (b). (c). (d), (c). and (f) of this or until he has been authorizt I pursuant to 135.14(c) manufacture and distribution of iodinc-l23. iodine-

ection. the following byproduct materials in of this chapter to use byproi jct material under the 131, carbon-14, hydrogen-3 (tritium). sclenium-73.

)repaciaged units: general liceise In this §31.11. lie registrant shail fur- iron-59 or Mock Iodine-125 for distribution to per-

(1) lodine-I 25 in units not exceeding 10 nish onl N)C Form 483 the following iriforirsatioi and sunts generally licessed by the Agreement State.

rikrocuries each lor use ini hi vitro clinical or such other Infotniation as may be required by that (2) Unless the following statement. or a substan-

.rbotatory sests iot bivolving riiersal or external ad- formi: tially similar starenent which contains the inforrna-

iiriiisiratior of byproduct natcrial. or the radiation (1) Nane and address of the registrart; tion called for in the following statement, appears on

tierefrorn. to hitinar beiigs or animals. (2j The location of use; arid a label affixed to each prepackaged unit or appears in

(2) lodine 131, iil units trot exceeding 10 (31 A staterrient that tile registrant hss appropriatc a leaflet or brochure which accompanies the package:2

nirFcOCitCS Cctaih for Use in In Vitro clinical or radiatiorr mieasurig instrriertiis it cuiry mt ir vitro This radioactive material may be received, ac-

lIboralory rests luot irsvolviig internal or external ad- ctinical or laboratory tests w~il itypiodicti iitcui.s qlidird. possessed. ard used only by physicians,

lidiristleamii if byproduct rarerial. or tIe radiatiurs as autlhoriied under the geicral liccnse ihl paragjiaphl veteri narians ibr thIe practice of veterinary medicine,

chrefiour. to human beings or animals. la) or this section, arid thalt siuch tisc *i it, ile b er- clisical laboratories or hospitals and only for in vitro

t3) Caibuo- 14 is ,units not exceeding 10 forirred only by personnel comilpoeit iil the urse of clinical or laboratory tests trot involving Inrernal or

ai krocrirics eauh for use in in vitro clinical or such irstruments and iDs tIre lsirdlirg oh the byploduct external administration of the material or the radia-

laboratory tests rot involving internal or exiernal ad- materials. tiori therefroiu to human beings or animals. Its

liiniatrariula Of byproduct niaterial, or tile radiation (c) A person who receives, acquires. posscsses or receipt, acquisition, possession, use, and transfer are

0ml.fllu l,, lltsrjl. V aniu. '.1 .tii.tiaL. u. bn.ljru..Ju.t lr,~i._ l 0u,.... . a ;c1; tclai .. jc .l MJtlic ciulatiu:ns atd a gilcrieralicense of tire

(4) llydritvgo 3 /rsiuliar ill mitsl riot esceediig 5') license established by paragrapih (at oil this %cedthl 11.5. Nuicear 1egulalory Cornmiissioror0lttaSliiate

rcrocur::s c-air for use in i vitro clincal or shall coriply v ili the followibg: v ili which te Cotitiissioni has entered into arn agree-

laboratrrry tcsis iot iliolV ing internal or external ad- (1) 1 lie general licensee shall riot possess at illy one ficrit for the exercise of regulatory authority.

rIriiistlirtotll of brypruduct iraterial. or Ire radiatiot litite pursuarit to tire general license in paragra ph (a)

rhelrfrioti. to hiunian beings or ainilrarls. of this section, at any onc location of storage or use, a ......................................

(5) lion 539 ii units not exceeding 20 rricrocuiics total ariount of iodine 125. iidine 131, srhctimi-
75. Name of manufacturer

each fur use in ilk vitro clinical or laboratory tests riot arid/or iron 59 lii excess of 20') iricrocrirecs.

ivolvi,,g litterial or external adrsirristratiorr of (2) 1 lie general licensee shall stoic the byprriduct (c) Tire registrant possessing or using byproduct

byproduct niaerlal. or the radiation tulerefronn. to snarerial. urtil used, in the origin.l siiprirg contairer materials under the general liccnb of paragraph (a) of

hurimari beings (or aninals. or bi a conitalirer providirsg equival l t ratiaitoi pro- this section shall report in wrlirng to tIre Director or
sct ioin. Nuclear Mlaterial Safety arid Safeguards airy changes

(6) Sclcrmun-75. il units not exceeding 10 (31 The genseral licensee shall use tire byproduct in the inforisatrion furnished by him In tre "Registra-

rnircivutsics cacih for use in iii vitro cliical oi niaerial only for rhe uses autui NMd by paiagrap i(a) lion Certificati-lit Vitro Testing wIth Byproduct

a! rests riot ivolvirsg internal or xtxcrnal ad- of nhis section. Material llnder Giereral license," NRC Form 483.

'tf byprordiuct material or tire radiation (4) Ihe general licensee shall riot trisfer tire The report shall be furnished within 30 days after the( to um beings or aiastiuritair byproduct isimaerial except by liansfcr to a pcisutn effective date of such change.

..4ock lodire-125 reference or cahlibrioirl autlioried so receive It by a liccsc puisulsrt to this . (f) Any person using byproduct material pursuant

souoes. bii units not exceeding 0.00S rnicfoculir Of chapter or from an Agreeriment State, nor transfer the to the jeneral license of paragraph (a) of this section is

iodiiie-129 ard 0.t05 microcuric of aiiicriciunir-241 byproduct riraterial in any niantrr othIlier tlii in the exerimpt from the requirements of Parts 19. 20 and 21

each for use iii ini vitro clinical or laboratory tesls not unopened, labeled shipping container as ieccived of this chapter with respect to byproduct materials

involving internal or external admiistration Of from tre supplier. covered by that general license, except tsat such per-

byproJuct ritaterial. or the radiatiOll hiercfrorr. to (5) lie general licensee shall disposc ii1 tile Mlock sons usirg tihe Mock lodinc-125 described in

hurrian beings mil ariirialsl. lodinc-t25 reference or calibitliri ,soitrcas dccribcd paragraph (a)(7) of this section shall coniply with tire

(b) No pe siuti shall receive, acquire, possess, use or irs paragraph (al(7) of this sccii as reqlired by provisions of 120.301, 20.402 arid 20.403 of this

transfer bypruducr riraterial pursuant to the general 820.301 of this chapter. chapter.

NOTES

' A State to which certain regulatory authority over radioactive nmuherial has been trarsierred by formal agreetserst. pursuasit to section 274 of the

Attiomic Encrgy Act of 1954, as arienided.
l NM.alcial getierally licensed uinder this section prior to January 19, 1975 may trear labcls aulhorizec by the regulations in effect on January 1,

1975.
J A new It iiplicale set of this Regislratitirs (Cerlificale, NRC Form 483, ntay be usced lo icliort a-nry elalinge of informalion furnished by a registrant as

ttctircal Iry §31.1 Ie().
11 larger sitntiliC$ Or othler lbIlirs tl blW i roduct nialerial lhars ll(OSC SiCCiltCLI ilt ilt : ellCt al licenise mif 1(1 ('R 31.1 1 arc required, an "Applica-

tionlr ll' uypreulict MN:ieria lice nse," N ( I r tins 3 131, 3 1 3NI, or 313 O. sihti c ii e li-ill t ibtnin a Speci lic byprodtret iaterial license. Coptes of

appllcatior atnd recgistration lornis triay Le obttaiied Itunt tile United mtatca I Iticlar (ecgil tstory Uonstutisslon, Washltigton, D.C. 20535, Attentlon:

Mlatcriaii i(citsilig lraraci, D)ivisiont of l:uel ('yclc andl Mlaterial Safely.

PRIVACY ACT STATEMENT

Pirstiari to 5 U.S.C. 522a(c)(3), cnacted into law by section 3 of the Privacy Act nil 1974 (I'ublic Law 93-579), the following statement Is fur-

nished Its intdividuals who supply itnluosration to Ilie Nuclear Regulatory Coommirissioni oil NRC Foinr 483. Iris inloressation is isalillaaired in a

systerr tri recordsidesignated as NRC-3 and described at 40 lederal Register 45334 ((ctober 1, 1975).

1. AU'IIORIIY Scctions8 arnd 161(ls)oftlIcAtoriricEnergyActof 1954, asatieided(42U.S.C.2111 aid 2201(b)).

2. PRINCII'AI. I'URI'OSE(S) The inforrnatiois is evaluated by the NRC stall pursuarirt to criteria set forth in If0 CIR Parts 30-36 to determine

whether tire application conforisis to the requireisserrts of the Atomlic Energy Act of 1954, as amiseded, and the regulations of the NRC, for ile

isstiattce of a registratios ccrtificate atiliorizitig tie tise of in vitro tcsting.

3. ROUTINE USES Tre infortta~tiots may be used: (a) to provide records to Statc hlalth departnterts for their information and use; and (b) to

provide inflrriration to Federal, State, and local health officials and othter persons li the event of incident or exposure for purposes of their in-

-mrrrlration. iivestigationl, and protection of tire priblic health arid salety. The inriortiat iisr tiay also be disclosed to appropriate Federal, State, or

.-al agencies in the event thle infortration itIdicates a violation or potential violations of law ntd in the course of an admisiistralive or judicial

occding. It addition, this inhitration may hIe transferred to an alpropriate Fcderal. State, or local agency to the extent relevant and

.ccessary for air NRC idecisioun or lit air apipronpriate lFederal agenc) to tIre extirt nelcvanit and necessary for that agency's decision about you.

4. WlI7IIER DISClOSURE IS MANI)A'ORY OR VOiUN rARY ANI) 11 IFI"C ON INDIVIDUAL. OF NOT PROVIDING INFORMA-

I ION It is volititary that you furnish tire reirsesltci inforrrtationi. If the reiltrcictl itifirniation is not furnished, however, tire registration cer-

tiricaice or thtctitiattlcl hllercof, will not lie processed.

5 SVS I lNI NIANA(;I R(S\ AND Al)l)Rl:SS Dihectrir, l)ivisirll of l-ricl d ,I Icit.l Mlalcial Safety, Office of Nucilear NMletlal Safety atnd
Sirtlurt.srtv, tl.s. Nmrdu,nr lke.sit it t t utz I s ,1111JAWll.,. WaNir.gi.111i I nuI. II V


