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U.S. NUCLEAR REGULATORY COMMISSION

REGISTRATION CERTIFICATE-IN VITRO TESTING
WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

I I: n .; I I .e III I. I Rt 31 ettalisies a general license authorizing physician%. clhniki l a. rs e'. ltd I .I pa-l all
-o 1.o10 lm.lIt qulantities of byproduct material for in ivfro clinical or laboraliry leis nlat involvinig thi inieli

s n tni .rl ianimaaiona of the byproduct material or the radiation Iherefront to human beings t*r ainlik~al. P-.Wol'
I N ....di I in.iiercitl mnuder 10 Cl:R 31.11 is not authorized until the physician, clinical laboralttry, Iar l.pi.ul 1,:1
N Hi I .i iii ahndl Icened fromi the (Commission a validaled copy Or NRC Ihorn 481 with registruititr nttatatn-t /
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3. 1 hereby apply for a registrltion nunmIer pltOnam 1rl
§ 31.11. I) CO:R 31 for use (tf bypitailot I iste.rslu !-
(please check one blocwk cnm/y
0 . klysclf,a duly licensed physician autfhitiried toa dispense

drugs in the practice ol nied i ine
C b. The above-named clinical laboratoryo c. The above-naimed hospital.
4. To be cotipleted by the Nucleat Regulaotr) (a.inunitkaa.n

: -I N I'l t t U ( 1 I O N S - = - - . - _

I Submit rhis farm in triplicate to: Registration number- 5639
tffice of Nuclear aliterial Safetyand Safeguards COWOMISS1ON

iti N k~iathoisooopc' Liceniing BranchFO
t. S Nus lear RegUIlatorF (Conmiission
Washington. D.C. 20555

' Please lprtlt or type the n.aue and address (includ-
ing tip code) ol the registrant p ysician. clinical
lak.raiaary, or bospiltl for wihom or for which
tll,' legltsriation fot tt Is tiled. Posit ion the first Sht" Al tut OctITO 980 -
Ile le; ol dth addicii be li the lel( dot. and do Ill this is an initial registration. leaIs thir spacet blank- -u'nj /rr i,a h .:
n 1 eostend I he address bonJ d tihe right dol. (Al assigne'd bII NRC( IlJihis is a change in triliprinatuit from a a tws oisa-i-
Nl . .a legmiraiani nutisber will he assigned and ngistrrdgenerallicensec antlide vaur.grstr-au.nnr ar
i s. valisttted copy 0ti NR(' I urm 483 will he re-
lurned I

i. It Iplc st . i uuse Is difterent truil address in Item I please give complete address:

a %It maot..: nata..n tn Ithis hcgo-trAtton certificate is Itrueand complete.

ti. [lie itteistr~aii has aipplopriate radiation measuring instruments to carryout the Jests for which byproduct sssatemeiat-s al N'. ai.A1 atsir b. --
~~in&~l ta~t~chr0 CI R 31. 1.The tests will be performed only by personnel competent in the use of tite itastruanenas snhf in the

liandling (if tlte hb prod~uct materials.

I aaadert~land that C'ommitssion regulations require that any change in the information furnished by a rtgisrant sri till, last-g .11 atn
helt~t e repotifed to the D~irector of Nuclear Material Safety and Safeguards wilthin 3(1days fro itthe effccriva- Jat- 1 e o ia tantts

d1 h'Il'%c read and undertiand the provisions of Section 31.11 of NRC regulations IOCI-R 31 (reprinted on thle reserse side P: ttait t~rria
Jtt. I UndersTland that the registrant is required to comply w~ith those provisions as to all byproduct material whti, I he re, a'tst- w
pa%%c'es. use'. oF transfers under the general license for which this Registration Certif'icate Is filed with the Nuclear Kegutlat oar I a s t n'

).Date OCA L1 tig
Signaturv'ff person tiling tiormlI

,h_.L. _&e E9 V e. fAA 4s%
Int ld nm nd Le 1 o p i on Io f p rsV on

prmined namr and title or possition of person filing form :;

WARNING- IS U.S.C.. Section 1001; Act of June 25 1948; 62 Stat. 749; makes it a criminal offense to make a wiIlfully talse statement or
- representation to any department or agency of the United States as to any matter within its Iurisdictinn.
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CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11
~ZI rCenra~l ficvna~'~ lts iisc .t hprodsictf

nivot~i i.0' ?(t -ermwin ti vitr.o clinical or labpra-

t ii A gerneral licen ci- i herebj i-sued to
.tni; phyuscimn cnirCal labo.sciry ot hospital
to' Tec.ite,..hqutre, po's1 I.. tat~ifier, or Use, for
Ills .1I the ht(Ib,%sinrt stitid tests. in accordance

piIlepi5itel~w of pa3ro.Li.iPft fbt.t Ic). Wd.
* ' :' ,'i'I tI c~z'; itic tlsllsIng by.

I t n l:'i~isat rr~pir. kilgcd Inits
'1Iloliniet-125. In dit'liq bIW es ding 10

ii.:,ui-t.:h lor iu's. in.in 1itto I. inical oi
'~hrators tests not rinvclviuy internal or ex-

ietnjI arinwsiiatjipon of' bs ri.uct material.
or the raduiaton therefiom. to human beings
..t animals.

E2I lodine i3ii in unit'; no't exceeding 10
ntmscro-culries each for u se in in vitro clinical or'
laboratory tests not .iniLolving internal or ex-
terriaI administration of byproduct material, or
the radiation therefromti to human beings or'
animals.

(3).Carbon 14, in units not exceeding 10
*micrcscurlesi each foir us.e in in vitro clinical or

j aboraltory tests rnot iqvilssngj internal of exter-
nal administration of byproduct material, of
the radiation therefrom, to human'beings ot
animals
* () Hydiogen 3 itrfiunil, in units not ex.

ceeding SO microcuticil each for, use in in vitro
clinical-or laboratory tests not lnvolviing inter-

*net or exteolal admninistration of Oyproduct
malefial-or the radiatio tcelro 0 human
beings of animals.

* - (5)Iron S9. in units not exc"Cding 211
tnierscuaries each f.r use in in wiro clinival or
lalsorato y, tests tnot Involving internal or ex-
lernAl admintstration kit by prodluct material.
or the ikdiation thgtefiomi to human beings,
o1 animAls.

ibl No petson shalt receive, acquire, pos-
seas* use ort transf1ert byproduct. material pur-
suantf to the geneta lcne established by

* pi~rph t.i) of thi~ section. until he has filed
NRC I ormil 4843, "Regittration Ceiuificate In
Viltio Testing with Bypiodrict Material tinder

Centralt I~vrse. starili:te tOti-ce ti'Nuclear
Mlatertul Sateiv and SalI-giiaids. ii S. Nuclear

Regulatory Commission, Washington, l).C.
2tlSSS, and received from the Commission a
%atidated copy of NRC Form 483 with regis-
trition number assigned or until he has been
authorized pursuant to. § 35.14(c) of this chap.
ter to use byproduct material under the general
license in this §31.11;, The registrant shall
furnish on NRC torm, 483 the following infor-
mation and such other tnf'ormation as may be
required by that form:

(I) Name and address of the registrant;
(2) The location of use; and
(3) A statement that the repgistrant has ap-

propriate radiation measuring i!nstru;nents to
carry out in vitro clinical or laburaforyV tests
with byproduct mnaterN~sI as -authorized under
the general license in prrp. (a) of-thks
section, and that such !tsts will tle perforrned
only by personr~el canmxicrit in tue U-.e of'
such instruments and in the hoan'dlirg of-t!'i
byproduct materials.

(C A person who receives; acquires, Pos-
sesses or uses byproduct majerial pursuant to
the general license estrablished by paragraph (a)
of this section shall comply with thre followirig:
--- (l)- The Jesrxa & -sai not possnss
at any one time, pursuant to thc, genteral license
in paragraph (a) of this section. at any one
location of storage oru ~sei. a total amount of
iodine 125, iodinq 131, and/of iron 59 in ex-
cess of 200 mnicrocur~es.

(2) The &entral icunsed shall store thit by-
product mrateriAl, until udin the original

shpigcontalne t r In acontairter mrovidlisg
eqwvalent rrdisvion pmtccxian.

(3) The gtmeral t!care shall use the by.
product material onfly for th. uses authofrieJ
by paragraph (s) of tOls sectIon.

L4) The general livensee,- shall not transfer
the byproduct mtteriasl t xrcet by transfer to a
petton authorfzed to receive it by a license
pursuant to this chapter or frtom an Agreerrint
State,' nor trzrnsrer tho by-product msaterial in
any manner other titan in the unoipened.
labeled shipping ~onlalrner as received from the
s-upplier.

(d) T]he general licensee shiall not tecee'e.
acquire, pioissss. or u~se byproduct moaterial
pursuant to pAragraph (a) of this section:

(1I Fxccpt is prepa~ir aedl wili'
labeled in accordance %Nith the
specific license issued under the p-
1 32.71 of2 this L. iaptet or in jco.sd~ mnre ~ s1

he provisions of a specific Ikense tsied
Agreement State that authorizes m~t
and distribution (if iodine-125. itrie
carbon-14, hydrogen-3 ttritiutrnl. *,riio
for distribution to per-son.s generally tlw-:i-s I
by the Agreement State

(2) Unlmess the totliAMir N!JICVr, II
subtstantially similar it i~iiier.: w hI'
the infOtrndti,;n "jllcd i-- in fl~i lk
statement, uppcars o' jIi-t dttelI5fI%.

brochure which *p~r-eshe P:,i-jrC
I this '-adioa. tlft ssaerrtl may be rrtel cid.

acquired, posses%.cd, and iied s;s1, byv ph',-
cians. clinrcal !;tsorstories or liospitals arid only
-for in vitro chirtcal or laboratory tests nor
involving internal I r ekternal admint~tration Js
the material, or the rzadiation theretrcoin t,s
human beings ori animals. Its receipt. at uva~-
tion, possession, use, and transfer 4te su'l'jet-i
to the regulations and a general literie of the
U.S. Nuclear Regulatory C(ommisirion-o of .1
State with which the (Commission has entered
into an Agreement for the exercise of regula-
tory authority.

Nam~e of manuttacturer
(e) The re itrant possessing or ul~na b)

product materlials under ihit g'rnrm) license ri
ParagrtAph (a) Of this MCC'$" -Shall reptort in
writing to ihe Ditrcstsr of NucleCAr aei

I~tety and Safeguardis any %l14iLne ant 0IC !1i
feormation turnit~hed by himr lit the "It risii,i
tion Certificate - In Vitro Testing Urilh ICY
product Material Uender Generill I icenke,' NRV
Form 483. The repotrt shalt he furnished with
in 30 days after Ibe efftetive date of iuch

if) Any pet-soil rising hyj~rodu5 t niater i.l

of thils ectiop, is, cen, rI from tlic irqtivr*
minens ot Parts 19 and Willi t11%his iplic itll'
tespect lto btptodust nastertils Lo~tred ks 1thu4
Igenerall license

A St ate I s t sshwit csi V~I sn f I'l~lao 1 sfLII aIIitItlirity river radioactive inahter'hal has been transferred by (formal agreemnct I. putea aui I.,~ sct i .n -,14the Ait.mws I- nergv Nt-t lIt 2 954, as pintetded
Wiaeteratg-rieraliv h iensedl under this etinprior to Jantuary 19. 1975 mtay beat labs-Is, aothorfi~ed by thetixtilatit ins en rIe.I C.i i I..

A ne Wtripliate si4thi Registrviir'n Certitic-ate. NRC Form 4143, may be used tu reportt ;yhany cltue of Infot ma' inn furnish-~dI')s .1 eitf)-t M,'

* cation for Byproduct 44atenaI license," NRC Form 313, sh<)ks-1d he tUled to obtain a specific hypeoduct material ltreotse. C'Ipspes of appls' ifissiand, registration forms trsaty bie obtained from the United St~lies Null- Regulatory Commission, Washington, DIC. 201555, Attention kiuls..isotopes. Licensing 'Branch, Divtstsin of Fuel C'ycle and Material Safcty.-

PRIVACY ACT STATEMENT
I~ursuiint ic 5 1. 4C-''a eli 3i. en,,cted into law by section 3 of ith, Privacy Act of 1974 (Piih~k- Law 93-579). thle I,-flowirsg -. isteidiri: *nisht~d to individuals who sup-ply information to the Nuclear Regulatory Commisksion on Forms NRC-482 and NRC-48 lt ifiu~i.

**.*mainatined in a systemn of recoid,; designated as NRC-3 and described at 40 Federal Reeister 45334 (October I, 1975)

*I . AUTHORITY. Sections 81 and 161(b) -of the Atomic EnergyAct of. J.954, as amended (42 U.S.C. 21 11 and 120(1(h)).
*2. PRINCIPAL PLURPI'0-6)~ The information is evaluated by the NRIC staff pursuant to criteria set forth In 10(CFR Parts 2(1.36 a,. deierminiri%fitther the applicati.on conforms to the requirehients of the Afomicfnergy Act of 1954, as amended, and'ihe, regulations of thm NkC lofo he.assuanCe.,if'a registratmon certificate authorizing the-use of by-producti.naler-al for medical Use or in vitro testing. --

3.1 ROUTINE USES The-information may he used: (a) to provide recod oSaehathdprmnsfrteir inforniation and use and iti,provide information t.o 1- ederal,.State, and local health officials and other persons in the event Lf incident ~)r exposure tor putpo-Ie';si 'f !biinlormation. invesftg'eilicn, -and protection of the public' health and safety. The information may also be disclosmed to appnuipria'le I-c-cral
* -state, or local agencies irl the event the information indicates aviolation or potential violation of law and in the CThirii ot intadritinisiratuist .. t* judicial proceeding. In addition, this information may bO tranrsferred tanproiteFdalSte.rlol ecyothee .ni'ieii

andnsecessary forfan NRC decision or toan appropriate Federal rgenicy ~o te extent relevant ard ecessary for that agency's Mersiott Aci~it mou
* 4.WHEHERmSCO~WRE IS MANDATORY OR VOLUNTARY A.ND EFFECT ON INDIVIDUAL OF NOT PROVIDINGMINIRJMATIO N '* Disclosure of the. requested information is voluntary. If th~e requested iniformation is not furnishied, however, the rtgivstrtion ctittli(Ille. oransend.-ent thereof, will not be processed.


