
fI OFi to, AL C .4 i1 J
1/14

I Ct R JI

U S AlI ')MIC LNt IiGY COMMISSION

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

Form Approved
Btuawat Fiurcau No.
39--RO 1g6

SL'Ljut 31. I f 10Cl 31 atd~ite a :LitrJJ Imict: 4Lullhort~~tultl;pi~sci.uts. chnicj cl abufaitutics atd Itospitals to uek
kxtldail sijiill quanit ites ul bypltudttcl Iitta trijI ii '1.,11 -taut .J11altt u1 laboraiory tclib 1101 involving the internal Of extelrialadilinstitioii'of th byrouLI mictigj~il to tIe I.Jlti Itoti lieslefliolt to hit Ittiji beiltigi or witlittls. losscssion of' byproduettialemcitl uider I0 tiFR- 31.11 is hul au thmi /cF. imit i the ihtyiiciaji chtitical labut a lmy. ur huspiWa Itas frlcd Jorm, AEC-483atui rext~cvcd trout [Ile C ((iittssill aI Vatidj IL- t- LFijti I ti lit A LC-483 wI ith iieJstiattioit floibet.

VChapiesW-~ Bakepr 1.D.
Sutte. 773 fpisher Bldg.
3011 W. Qrand Blvd.
Detroit, Mich. 48202

INSlRUlT IONS
1. Subtimit this formi in triplicate tu:

Director of Liestising
All N: Materials il~anicl

Aegulattiun
U.S. Atoltic Energy Commitssion
Wasluigiogt D.C. 20545

2. Please print or type the natie and address
(including zip code) of Tthe registrant
phyysic~lnt clinicial; laboratory, or hospital
for whslti or fur which this registration
forth is tiled. Position- the t7ust letter of theaddress below the left dot asid do not
extend the address -beyond tie right dot.

At AEC. a registration number will be\ .z igned and a validated copy of FormAEC-483 wiUl be returned.)

0

3. 1 hereby apply for a registration number puriuant tO
§31.1I 10 CFR 31 for use of bypiodupt Materisfiur (please check one blork onlyJ
a. Myself, a duly licenced physician authofizc4 todispense drugs in the practice of nsc4Je1n+. 1--Cl b. The above-named clinical laboratpry-IO u. The above-niiined hospital..4. To be compIetet by thir Atorric- anergy Comnmus.Wan

Registration number:
5908.

FOR THE U. S. NUCL ORY COMMISSION

Shrley A. Crutchfield May ;,. 1982(ii Jhis as an initial registrarion, leave tIns-space blank - numper to beasrigured by AEC. If tlis is a change ofinformation JroIn a prrlioufl; .registered general licensee, Include your rigistration nurn ; ;

5. Ir pIl ce or use is different frount address in It em I. please give'vomplete address:

6. Certification:

-"-Toy ccluly that: I : , . II , I ' .. ..
., . 1 . .a. All infortuiaiion in this reiistration cerlilvirt.. i .. ..-.n _-

b.'tII registrant has appropriate radiation ineasuring-institiments to earry out-the tests- for which byproduct rriateritiwill beq 1ppVd un4o( thilgeteral icensc of 10 CFR 31.11. The tests will be performed only by Personnel COmpet in thltandlhiEt of thle byproduct materials. 
.

c. I understand that Comrisission regulations require that any change in the inforntation furniahed by * c leitmtln on tpjl fis, Lptiocertiticate be reporled to the Director of Licensing, wilhin 30 days from The effeciive date of iuch change.
d. I hnaveread ortderstzand the provisions of'Sectiun 31.11 ol AEC regulations IO CFR 31 (reprinjed on th; aevose sudc of thls fpfm); andI undeassantd that the registrant is required to comply with titose provisions as to all byproduct matcrial which he rcopjvoD. acquicIsusseswi uses, or transters under the general lielere lor which this Registration Cc I atc i filed with the Atomic ErI419y Corardso

Witt Aprl Z9_, 1982 b y

Signature of ersrn fllnjg form
K -.1 f ~ Charles W . Baker, M .D .s dzue und title ,,, Sposition of person jiling Jiirin

| WAflNING-.B u s.e.C Section 1001; Act of Jurte 25. 1948; 62 Slat. 749; mankts It a criminal offense to makea awillfullY llt *ltemiotleplesart 4 tton to arty dopartitient or a9ericy of the United States as to any mitler within Itts Jurtlctiton.
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CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§31.11 Gcneta litcnsc liii usW of byploducl
Ilitl-ieiis lur Ccci UII in vitro clinical or
laboratory testing.

(a) A general licensc is lhiceby issued Iu
Luly physician, clnical lb i tboraly or hospital
lIo re.cive, acquire. possess, I.uist, or use.
fur any of the fouUowinig ;st.ted tests, in

curdtIancc with thIe provisions, uf piAgraplis
(b), (c) td), (e), arid (I) of' this section, Ilse
'following byproduct mnaterials in priapckaged
untits:

(1) lodine-125. in units nut exceeding 10
nucrocuries each Jor use in in vitro clinical Or
laboralory tests not involvuig internal or
cxterrral adriiiiistraujli of bylroduct Imateri-
if, or tie radiation thetef7uni, to human
htcings or wninnals.

(2) lodine-I 31. in units nul exLcl'ding 10
nierocuries each fur use Iln in vitro clinical'
Ur laboratory tests fiul inuvlvinrg interrral or
exterrnal adnrrjinistration of' byproduct rrrateti-

o ,r ihe radiation thirerruin. to' human
beings OU alilials.

(3) Caxbon-14, in units nut exceeding It)
nlcroLcuries eacal for use ll in vitro clinical or
laboratory tests nut involving internal or
ex Iernal adrirnistrativoa o' byproduct inateri-
. or the radiation thcrclerom , to human

I.ilngs or aillJnals.

(b) No person strat receive, acquire.
possess, use or transker byproduct niaterial
pursuant to the general license established by
paragzaph (a) ou' this section untl he has lid
lurnm AEC483, "Registration Certificate-In
Vitro Testing withl Hyproduct Material Under
General License", with the Director of Licens-
uig, U.S. Aloumic lnergy Cumnmission. Wash-
uwgion. D.C. 20545, and received from the
Cu(' mirnsIsiun a validated copy of lornf
AE.L-483 with registration number assigned.
li'e registranl smlall furnish on Formir AEC-483

; ( I) Ndrn,, .urd uddic.s out tire rcInstrnirt;-
(2['11l, location ol'use; and
(3) A stileirenitt that tIc registlalil has

ppltlluipmat rtnIiuat n masiuring uklstnlrrents
to cirry oul in vitro clinical or laburatury
tests with bypruduCt mnrltria.s as authuliicd
under tIe general license in tparagarjpII (a) of
thibs sectlun, and that such tests will be
iel'urined oidy by personnel coufnpetent ii

thie use ti' such ilstrunnents aid in the
handling of tine byproduct mnaterials.

(c) A pcrson who receives, acquires,
piuesses or uses byproduct material puisoant
to the general license established by paragraph
(a) of this section shiall comply with the
fulluwiing:

(I )''e gereral licensee dkafl not poscss at
any une inie, pursuant to tle general license
in panagraph (a) of this section, at any une
location of storage or use a total amount of
iodine-125 aund/ur iodire.131 In excess uf 200

(2)T1ie gencraJ licensee shal store ithe
byproduct nnatenial, until used, in the original
siripping container or in a container providing
equivalenl radiation protection.

(3)'fIne general licensee shall use the
byproducL mr.terial only for the uses author-
ired by paragraphl (a) of this section.

(4)'flie general licenser shrill not. transfer
the byproduct mnaterial to a person who is not
authonired 1o receive it pursuant to a licenso
issued by the Conimission or an Agreement
State, nor transfer tOe byproduct material In
any mnanner other than In the unopened,
labeled sluipping conlirrier as received from
the supplier.

'(d)Thie general Ucensel4 ahall not receive,
acquire, possess, or use byproduct material
pursuaml to paragraph (a) of this wuction;

(1) Except as prepackaqed units which are
labeled in acc~ordanmc with t-. -r"e;t ...

the provisions of' a 6peciliC lUcesise issued
an Agreenient State, which authorizes ma. I
facture and distribution of iodine 12-.,
iodine-131, or carbon-14 for distribution to
pefsons generally lcensed by the Agrecment

(2) Unless the following statement, or a
substantially inmilua statement which contains
tin information called for in the fololoing
statement, Appearn On a label aflnxcd to @jh
prepackaged unit or appearg in a Iaflet a1
brochure which acconipanies the packae: :

This radioactive matcrial maiy be received
acquired, possessed, and used only by physt
vasnt, clinical laboratories or hospitali nd
only for In vitro chnicial or laboratory tests
not involving intornal of external &dmln1suta-
don of the material, or the rsrisltlon Iero'
f(oin, to humnan beings or knimals. Its tecaipt,
acquisiton, posbesiop, use, APd Lranife 4e0
subject to the regulatdons and a cerisi Ulcjr;O
of thc U.S. Atomic Enargy Commixilrn or of
a State with which thc Commnsion hb.
entered into an avo4mtrWn foz the ll4 a
rgtulatory outhoyily.

N" ofrtuhaclwr

(e) The idstnarant pwwuljsg or usAly
byproduct matrials uner tho Senoial qchDo
of paragraph (a) of this section i rwport in
writing to tho Dlicstr of Ucaruong Sany
chanue In Ithe Iforrasion ttshndl by hi4
In the !'Rgilstratiast sC;Utlesats-Io VI
Testing with Byproduct Material ULh
General 1.canse"* Form AC-483. Tbh riepol
shall be fnnW" withirn .3Q dysy 4fig
effective dote otf uch Cnge. f71

(I) Any pet" using byproduct tmatzril,''i'
pursuarnt to thc geneial ucetnso of piswraph(a) of ths sctlo Is cernpl fror tho ro4o;t

-- L*-"' 011 oi a neionts oz rai1s t1J and4 " of thia avilptol with[l:I foillowing infornration and, such other 6) ecific license issued under the provisions of respect to byprot rct Ft-I4si m Or 1 YUrhsrnniition as rmray be required by that form: 32.71 of this chapter or In accordance with that 4onera v q. ,"; ' '

NOTES

A State to which the Coninmission has transferred certain regulatory authority over radioactive niterialu py formal AsAwmet, pkrruanf tosecLion 274 of the Alomic Energy Act of 1954, as amended. '*

2A new 'triplicate set of this Registration Certificate, Form AEC-483, may be used to report any change of Iae lton fu mrcgisirant as required by §31.1 1(e).

If laiger quantities or other forms of byproduct material than those specified in the general license of 10 CFR 31.11 ars 1qurOd. an'Applic;tion lor Uyproduct Material License," Form AEC-313, should be filed to obtain a specific byproduct materWi hioons. Coptes ofapplication and registration forms may be oblained fron the United States Atomic Energy ComrnIsiuoA, WII" Qn, D.C. 2044%S A4Inl0;MIteriali llramnch, Iiirectorate of Licensing, Regulation.

Cro 6all .4


