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ecc-ion 31.11 ofJ.0 CFP1. 31 est..b~rhes a gEceraIl c-rnns rthiorilzing rhysil:nt. el~nice. kzboTatoriCS, ard, hospitals to

p--scertain smal! 1q'.ntit;!3 Of byproduct niatcr.iez for in v'!:ro ch~nzczf or labortrjet n ivoirthinrnlr

exte-rn.-1 zdminlistratiot or the byproduct ma2tzer-2 or tivt rad!iation -hrrcfrcrrt to hurnan brlinfs or arsimal . Po- -.nono

bOyproduct mnterird under lC1 CFR, 31.11 is 110t aut1hor0iZed untll Vth iycin clinicA laborate'lrY, Or o-tnhsfi.

.F.Croe 43 z nd :eeeoed from- th -Comnmission ;. vzU-dr.td copy o41'~om 3 wvith rc ietratlu1V.nibzr.
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1 hereby ropplY for z rcgist-aT26n inutr-Pulreuzft to
1. 10 CF?. 3! f~or use of byproduct matenic2s for

(Pr"sc ceJ-k;ore. blocL: cnly). yezdt

r- My-,cdf,.z d~vly 1ictn~td plhy~sieizn 2U1!~zt C(is7zt-ae

nePract:~Cc.O0r"~icx...
o. ~.i ab->y o-named clni.zo Ltb~zzay

To it-c te-td by thc Nucitar Reguslatory ConinissioeI.
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INSTrIUC-ONS ; -. *- r. .str-atio- numb-r: -

1. SU'D ...it tl' form in trnplicat to: 
5568

O#ice of Nuciear materizl Sla nslvXr arnd Safegoard .. 
C :

m.-N= OL dost:e ic'n rrctFRTEU S.' NUC ERRGTJTRY COMMISSION

. u. r.o S a. ... . .T. HE U RG T

a.shashntflon, D.C. 23555 . ;

2. pie~^ print o. type the nzame and addrcss (in.-d_-. ..

ing Zip code) of the registrant physician, clirnial .

1aboratoy,. or -hovital fcr whom or for which

-t-his rcgstration - s- filed.- ,sitoificn %r.s ir e A, Ccrurtcs
iter U t,,,ecss below thle IL~y~fOT~-7ll~

beyonld !in right dct. ( ngz NC frii"cr, t '.'l1 ra~ ~~cs.
nc, cxteniz th:-*dd-ressbyn< fgh jit } stn*iec^Ad2iPfiC&iiis rc/rco^eferro~oc~ei-ss

NRtC, r registration numr-r wil! 'c;siedf and , n. -cgr' vred Lerer iwersen, ch.dr yo rrf *.. non rrtber. _

a Yl'ldated copy of NRaC Foriu. ".33 will be re-

tu. 
pr.ascgi -p\ '

5. If place of use is different from adr.rec ires in ter« p cs e gi co~mple: rdle-.c

6. C.rtificztion:

I hereby certify that:

a. AF information in this registration cert-icxte is -ruiazncOmn'ztt

b. The r-^istrant has appropriate radiation rnecsu~inri instmmenrts to carry out the tests for which byproduct naterial will be used under thL

gpcnr.! Ecer.se of IQ C1 R 31.11. The tests vv ' be nerformed only by persorunzl competent in the use of the instuurrents ard i.. the,

hand-ng of the byproduc: matmri-zs.

c. I 'understand that Commission regulations recuirz that any chane in the information furnished by a registrant on this resi tratioQ

c- iczte bc reported to the Director of Nucecar Material Safcty tnd Safegzuards writhin 30 days .rorr the effective date of surh ci ;nze.

d I have read and understand the provisions of Section 31.11 ef NRC r-4 tions 3 I 3 (rcvrinted on the revere sid^eof thi- forrr.);

_. I undcrstand that th Te Cistranr is requirYd to ccnmply ith :hos rovisi a to all by'xod-muct t-ri whi ̂ h receives, anr urrs

nssuy or -uans: s under the cr.erll ilcenC Sror IiChi thisileis ation ICte is f.^ chcNuziearjt /uitory Comrnts-tio3.

Date / / -
p ig fr 

S
tj)- ligfr

Prirtdnam cand ti`t:e or poaire Of person1 f:LhIZ form

W;.NiNC-1 I U.S.C.. Secti6on 1031: :A c of Jur~- 75.*1 V-': 62 Sttut.-~4 ; ma~rkt-z it - crimnina Iolfense t D-rn k~e-ofjj falj:t tan~n o,

rteprers-tnt: C.1.~to -a Y eairTr.O535fcO the U ns r d StztWs~ a- o ony msitter vi thim! s.iejr;ftin. *
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ITC- _CONDITIONS AND LIMITATIONS OF: GENERAL LICENS21 10 CFq ni.11 i
C-31.11 Genera! license for use of byproduct
rnaterials for certrin in vitro clinical or labora-
tory orlginI.

(a) A general license is hereby issued to
any phy1sician, clinisal laboratory or hosciital
to receive, acquire, posscss, transfer, or use, for
any of the following stated tests, in accordance
,with the provisions of paragraphs (b), (c), (d),
(e), and (f) of this ;ection, the follc.inf by.
product materials in prep2ckaged units:

(1) lodine-12S, -n units not excceding 10
microcur'cs each for use in in vitro clinical or.
!AbO:atory tests not involving internal or ex-
ternal administratiorn of byproduct material,
or the radiation therefrom, to hutrlan bcings
or animals.

(2) lodine-131, .n units not exceeding. 10
microcuries each for use in in vitro c!'nical or
laboratory tests not involving internal or ex-
ternal adrnin stration of byproduct material, or
sLhr rad:iation thc-c.fom, to human beings or
a.n=n:das.

(3) Carbon-14, in units not exceeding '0
microcuries each for use in in sitro clinical or

'ocratorv tests not nolving :nternal or exter-
nal adrnirisrasion of by_'npTOuct rmnteri.d. or
the rzdiation therefrom, to human beings or
aritrn.als.

(4) Hydrogen 3 (tritium), in units not ex-
ceeding 50 micrecuries eaclh for use in irs vitro
clinical or laboratory tests not involving inter-
na! or exterrnal administration of byproduct
rmateirial r :' raCiation trerefromn, t a 'human
oesngr or am s.

(5) lron 59, in units not exceeding ,0
mic1-oztr-ics each for ue :n irt vitro clinical or
labcoratory tests nc ii.nvolving internal or ex-
t-rnal adrnir.istraticn of byproduct material,
or the radiation therlrfrorn, to huiman beings,
-or arn;na's. -

b) .No person shaU receive, acquire, pos-
sess, use or transfer byproduct material puw-
suant to th:e general license established by
parar-aph (a) of' this section until he has ficd
NRC Form 483, 'eRistration Certificate-In
Vitro Testing with Blyproduct Material Undcr
General Licens." with the (;ffice of Nuclear
Mfate-rial Sa.ety and !zmfc uaedr, Us. Niuclear.

Regu'atory Cornmission1, Washington, D.C.
20555, and received fromn the Commission a
validated copy of NRC Form 423 witll rezis-
tration number assigned or untii he has been
-utlioriz-d pursuant to § 35.1 4(c) of this chap-
ter to use byproduct material under the general
licerse in this "31.11. T-ni registrant shall
furnish on NRC form 483 thle following infor-
mation and su.h othcr information as may be
required by tl .; form:

(1) Name and ac.iress of the registrant;
(2) Tnhc location of use: anl
(3) A statermnint that the registrant has 2p-propriatc radiation measuring instrurents tocarry out in vitro clinical or labbratory tests

wivh byproduct mat.-rials as authorized under
the general l;cense in par-gra-h (a) of this
section, and that such tests %.ill be performed
only by personnel competent in thc use of
such instry-Unents and in the handcing of the
byproduct matcrials.

(c) A persr c who receives, acquires, pos.s; or ucs OU~ 'hp!OL'CUI IPer.3l pursuant to
lle gnc"ral icers'- established by parJ; rarph (a)
of this sectirn sht:,'l comlsply wvith the folloving:

(1) 'iale eneran licensee shall not possess
at any one timne, 7urriu:nt to the o encral !icense
in paragraph (a) of this section, at .ny one
location of storarin or use, a total amount of'
iodine 125, iodine 131, andior iron 59 in ex-
cess of 200 microcuries.

(2) The general lic-nsec shall store the by-
product material, until used, in the ori-inL1
ship ping centai or i~l 3container provi3irng
equivalent r-diation protcclion.

(3) The general. icense shall use thne by- -
product material only for the uses authorized
by paragr:mph (a) of t!is section.

(4) T'e £enra! licensee s'hall not transfer
the byproduct rnasarial except by tr3nsfer to a -
person authorizea to receive it by a license
pTursuant to this chapter or from all Agreement
State,' nor transfer the bypiod. ct materia; in
any marnner ot~ier th-n in the uropened,
labeled shipping cortainre as received from Ike
supplier. c

(d) The general licensee shall not receive, n
acq J)re, possess, or use byproduct material I
pursuant to paragraph (a) of' his section: 0

(1) Except as pr-rpackaged unbs which are
labe'rd :n accordance with the provisions of
specific nlic-ze issued under the provision.
J3.;2.71 OF this chapter or in accord3nce \
th ! prcvisi-ons of a specific license issued by an
Agrcemernt State that authorizes manufacture
ani distribution of ioaine-125, iodine-131,
carbon-14, hydrogen-3 (tritiumn), or iron-59
for distribution to persons gcnerally licensed
by the Agrreement State.

(2) LUnless the following statensent. or a
substanti21ly similar statement which contains
the information called for in the followin-
staternent, appears on a label affixed to each
prepackaged unit or appTears in a ieaflej or
brochure vhich accompanies the packace:

This radioactive malerial' may be received,
.acquired, pos s-sd, and used only by p-hysi-
crans,c' :nic. 13boratoriesor hospitals and only
for in vmtro clinical or l3boratory tests not
in volvng mierna' or extern-l administration of
the mat-rial, or he radiation therefrom, to
'an l eis or .,;rno. Its rece-", acquisi-
tion, pC''eson, u!e, erd transfer are sub,'ect
to hIe rezu! 'ions and a 'lencral licensc of the
U.S. NucleLr Rcegulatory Commn stion or of a
State .v:.h t' he Commission h3. entered

mftc an agremens n for the exercise of regula-
tor" author ty.

.. ....................

Name of manuf3cturer
(e) The registrant possessing or using by-

product materials under the general 'icense of
pairairaphl 'a) of this rection shall report in
xr: ing to the Director of Nucler Mate.ial-
Safity and Safeguards any changes in the !.-

crratioi: furnished by him in the "Reglstra-
ticn .erifieate-in Vitro Testing %with by-
prcdact .Material Under General License,' NP
Zorm 4 S43. The report shall be furnished wit
on % days after the effective date of auC '
cha use.3

(f) Any person using byproduct material'
rurvuant to the 2nmnral licenre of paragraph (a)
If this section is excm ot from the require-
rrents of Parts 19 and 20 of this chapter with
espect to byproduct rl .te'ials covered by that
eneraI lice nse.

NOTES
A State to which certain regulatory authority over radioactive material' has been transferred by formal agreemnent, pursuant to section 274 ofthe Atomic -nerzv Act of 1954, as amended.
Matezrial generally 'icensed under this section prior to anuary 19, 1975 may bear labels authorized by the regulations in effect on January 1,1975-

A new tvr iocase set of this Registration Ccrtificate, NRC Forr 483, may be used to report any change of informationfurrihed by a registrantas requ ired by § 31.1 I().
If .' T r inr- unticits or other forms of byproduct matcrial than those specified in the general license of 10 CFR 31.11 are recu ired. an "Annhi-catriOg for Bared-u t Malc-,a! L 7snrmss'.' NRC F:m "I', shio7e'le i! ;t io obt.in a spccific-hyrr.- ilrct natciilicense Copiescfanrdicasionand crrastration foroms may hc cbtained from the United States Nuccar ieguia tory Corni mssion, W2ashin-.on, D.C. '(J'SS, Allention: Iad;.oisotones Licensir.g Itranch, Division of Fuel Cycle and Material. Safety.

PRIVACY ACT STATEMSENT
Pursuant to 5 U.S.C. 522a(e)(3), enacted into law by section 2 of the Privacy Act of 1974 (Public-Law 93-579), the followinc statement is fur-nis',ed to individuals who supp!y information to the Nuc!ear Regulatory Commission on Forms NRC-482 and NR--483. This information isma'ntained in a ysterrm of records desinated as NRC-3 and described at 40 Federal Register 45334 (October 1, ' 975).
1. AUTHORITY Sections 81 and 161(b) ofthe Atomic Energy Act of 19 43 ,as amended (42 U.S.C. 2111 and 2201(b)).
2. PRINCIPAL PURPOSE(S) Th-e information is evaluated by the NRC staff pursuant to criteria set forth in 10 CFR Parts 20-36 to determinewhether the applicz tion conforms to the requirements of the Atomic Energy Act of 1954, as aiMended, and the re-glations of the NRC, for thexsruance of a registration certificate authoriziing the use of byproduct !naerial for medical use or in vutro tesirng.
3. ROUTINE USES The information rnay be used: (a) to provide records !o State health departments for their infornation and use; and (b) toprcvide information to Federal, State, and local health officakt amnd othet persons in the event of incident or exp-aure for purposes of theiuaorrnasion, investigation, and protection of the pubbic health and safety. The information may also be disclmd to appropriate Feder.State, or local agencies in the evens the information indicates a violation or po'ential violalion of lawv and :n tce comre cf an administrative cN,udinmial procecd:ng. In additicn, this i:forrnlation mrsy be transferred tr an y);%,ropriate Federal. State. or local anency to the exte.nt relevant 'and ncrtassary for an NRC decision or to an app-opliate Federal. .gency to the extent relevant and necessary for that :er ncy's rs-cision aboout you.
4. VPIMEHER DISCLOSURE IS MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING l';FOR. IAONDisclosure of the requested information is voluntary. !f the requested information is not furnished, howvner, the registration certificate, oramcndment th.ercf, wilL not bte processed. 
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