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TO: 	 Mr. Thomas K. Thompson, Senior Heahh Physicist 
Commercial and R&D Branch 
Division of Nuclear Materials Safety 
U.S. Nuclear Regulatory Commission, Region J 
475 Allendale Road 
King of Prussia, PA 19406- 1415 

FAX: 	 610-337-5269 

~~~~~~~~-
FROM: Consiance Sim osser 

Radiation S ety Officer 
Center for Food Safety and Applied Nutrition 
301-436-2105 

SUBJECT: NRC Form 483, Registration Certificat In Vitro Testing with Byproduct 
Material Under General License for NRC License No. 19·30771·0 I; Docket 1'\0. 
03036120; Controll\o, 136722 
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TO: Mr. Thomas K. Thompson, Senior Health Physicist 
Commercial and R&D Branch 
Division of NucJear Materials Safety 
U.S. uclear Regulatory Commission. Region I 
475 Allendale Road 
King of Prussia, PA 19406-1415 

FAX: 610·337·5269 

FROM: 
~~~~j4~~ 
Constance Sim asser 
Radiation S cty Officer 
Center for Food Safety and Applied Nutri tion 
301-436·2105 

p.Ol 

SUBJECT: :-IRC Form 483, Registration Certificate-In Vilro Testing with Byproduct 
Material Under General License for NRC License No. 1 9-30771 -01 ~ Docket No. 
03036 120; Control No. 136722 
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DEPARTMENT OF HF:ALTii & HUMAN SERVICES 

Food and Drug Adm inislra tion 
College Perk, MO 20740 

Mr. Thomas K. Thompson, Senior Health Physicist 
Commercial and R&D Branch 
Division of Nuclear Materials Safety 
U.S. Nuclear Regulatory Commission, Region I 
475 Allendale Road 
King of Prussia, PA 19406-141 5 

NRC License No. 19-30771-01 
Docket No. 03036120 
Control No. 136722 

RE: NRC Form 483, Registration Certificate- In Vitro Testing with Byproduct Material 
Under General License 

This letter is to request authorization to purchase reagents kits containing Iodine-125 and a 
Mock lodine- 125 reference or calibration sources as generally licensed. These items would 
be possessed, used, stored and d isposed of in accordance with Title 10 Code of Federal 
Regulation, Part 31 .11 (b)(I). Appropriate precautions and good laboratory practices shal l 
be used in the storage, handling, and disposal of this material. Please find a completed NRC 
Fonn 483 attached for your review and approval. 

Questions regarding this request shoul d be directed to Mr. Peler Doob at 301-436-2 178. 

Sincerely, 

~~~ 

Radialion Safety Officer 
Center for Food Safely and 

Applied Nutrition 

Enclosure 
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DEPARTMENT OF HEAL Tii & HlIMAN SERVICES 

Mr. Thomas K. Thompson, Senior Health Physicist 
Commercial and R&D Branch 
Division of Nuclear Materials Safety 
U.S. Nuc lear Regulatory Commission, Region I 
475 Allendale Road 
King of Pruss;a, PA 19406- 141 5 

p . 02 

Food and Drug Adm inislration 
Cn1fcgt! Perk. MO 20740 

NRC License No. 19-3077 1-01 
Docket No. 030361 20 
Control No. 136722 

RE: NRC Form 483, Registration Certificate- In Vitro Testing with Byproduct Material 
Under General License 

This letter is to request authorization to purchase reagents kits containing Jodine-125 and a 
Mock lodine- 125 reference or calibration sources as generally licensed. These items would 
be possessed, used, stored and d isposed of in accordance with Title 10 Code of Federal 
Regulation, Part 31.11 (b)(J). Appropriate precautions and good labonl.tory practices shall 
he used in the storage, handling, and disposal of this material. Please find a completed NRC 
Fonn 483 attached for your review and approval. 

Questions regarding this request should be directed to Mr. Peler Dooh at 301-436-2178. 

Enclosure 

Sincerely, 

~b~ 
Radiation Safety Officer 
Center for Food Safety and 

Applied Nutrition 
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NRC FORM 413 U.S. NUCLUR REGULATORY COIWrAISSION APPROVED 8Y OMe: totO. 3150.(1031 EXPIA£S: 113112t112 

(1·;>0081 E5~~ II£< 'e5;1O'15e Ie COI1lply .,," 11M ~~1e_~L ! 
~oIMft n....wrd1eg6hlD'l_. -.:e 1)~4~ I!l.JIe/\II 
NI~"''''J'' '''''''ID''''''!",,''~~ SeIId~~ 

REGISTRATION CERTIFICATE -in vitro TESTING 
»ot~ ,"Iim_ 10 I/I!i RaootOS.rlO FOIAlPrivIlCV s.rv.::.s Elrl:'ltll (T·5 ~ . us. 
NI.dta ~~w~ oc 2Q555..OOO1. ill' c". rwr'II! ' ."'''''1 ~ 
!tIIoeo' "olGU. ~ p , w!O:re)uk 0If>c>r'. 0/f00fI clltIIOr:Nl>OO I:'\CI 

WITH BYPRODUCT MATERIAL UNDER ~"~,,.. N ·I Cl202. [3~ ~). 0Ifa1ll I,qr\a~ ...:I1Iuowe\. 

GENERAL LICENSE 
.......sl>'"'!jI.)I"I, oc. 2C5I)3. ~ I mI¥III .:Md 10 ~ " ...IorrrIe(ion ~ OOIIS flO!: 
~ I WII""yv:.iC O~B ~I'OI~. ,...IIRC ~ I"ClI ~OI UI(nW." 
~p.;tSOf'• • I"Ot~..eIO~!O. ""~~~ 

$(!ction J;. 11 01 1:l CFR 31 estab,ishes .. Ijeneral ~cense IUIhOflZlfl9 physiCilns. clinical 1..:Jorllones. hospit"ls. II'd veterinarians In the practice of 
velerlrla1'1 medicine 10 possess cerlairl small quantil185 of byprodud mateliiJll?1 in vllro .c.linical or llboratory l est5 nol invol"'!:'O )he imem.. I_Ot eJde~1 
acimiNslraton of the b'f'P(oduct material Of the radlabon lIIerefrom 10 houman r>lungs or a~mals. Poues.slon of oyproducl malenal under 10 Cr R 31.11 I' 
nOlauthorized untillhe physician. clinical laboratory, hospital, or veterinarian 1/'I lhp. practice 01 veleri/'lary medicine. has filed NRC Form 483 and 
receiVed from tile Commission II valklated COpy of NRC Fotrn 483 .....Ih a leglstration f\U!TI!)er 

2 ....PPLICATION (r.;l!Iclt 0/'ItI boo only),. NAME ANO ADDRESS OF APPUCANT ISH Imtllldorl J B botIowJ 
! hereby apply for a registratior. number pursuant to 10 CFR 31 .Deplrtment oflfullh &: Human Services 
Section 31 .11 . for use of byproduct maleria!s for. 

Center for Food Safety and A.pplied Nutrition 
LJ Myself. a duly licensed physician authonzed 10 disperse drugs 

H llrvey W. Wiley Building in the practice of mediCine. 
~10{l Pllint Branch ParkwlIY, HFS~650 71 The above-named c linical laboratory 
College Puk. MD 10740 

The above named hospita l. 
TE':..EPHONE NUMBER (lrId(30i)C~2500 

Vetennarian in the practice of veteri~ary mediCine. 

~ 

-- -- -- - ._-- - --- ­---.. - --- -- _. 
INSTRUCT1:)NS 4. REGISTRATION 

A 	 Submit this form to. ,-~.. " "(Qu<.t REGISTRATION NUMBER:0- •
Division of Malettals Safety & State Agreements (T -8 E24) 

Office ot Federal and State Materials and 

Environmental Management Programs 
 •~'¥.'-•• 0 
U.S 	Nuclear Regulatory CommIssion · ~ 
Washington, DC 20555.QOOI '--:"i) .1........
(At NRC. a registration numbefWlIl be assIgned and a 

validated copy of NRC Form 483 w i!! be ret!;fI'Ied,) 


B 	 In the box above, pnnl or type the name, address 

(ir,cludlng liP Code). and telephone number of the 
 (If this an imtial re~isfratton, leave this $paco blank - number to 
regIStrant physician, climcal laboratory, hOspital . or be assigned by N C. If this is a change of information from a 

previously registered genera/license include your registration veler inanan in the practice of veterinary med;ane for 
number ) Whom or for which th is registration term is filed. 

-s " pI.ec 01 UM is dI'I~~u liste<:I.boIre, 1/fVe ~_. 
MuirkiTk RaId Compln: -Module Orre Facility (MOD 1), 8301 Muirkirk Road, Lllurel. Maryl.nd 10708 

a 
6. CERTIFICATION[ hereby cer!lfy that: 

A. 	 Al l infOfmatlon In this regi!llration certificate is true and complete. 

B. 	 The regiStrant has appropriate radiation measuring instruments to carry oul lhe tesls for which byorOdUCI malerial will be 
used under the general license ot 10 CFR 31.11 . The tests Wi ll be performed only by personnel ccmpetenl in the use of the 
instruments and 10 the hancJling of the byproduct materials 

c. 	 I understand that Commission regulations require Ihat any change in the information furn ished by a registrant on this 
registration certificate be reported 10 !tie D'rector. Office of Federal and Slate Matenals and Environmental Management 
Programs With in 30 days from the effealve date of suCl'l ct"Iange. 

D. 	 I have read and understand the proviSions of Section 31 11 of NRC regulations 10 CFR 31 (repnnted on the reverse side of 
thiS form); and t understand that the registrant is reQUired to comply with thOse provisions as to aU byprOduct material which 
he receives , acquires. possesses, uses . or transfers under the general license for which this Registraricn Cet1ificate is fiied 
wl1h the U S. Nuclear Rogulatory Commission . 

- ­ .__ . - ­~ .--~--1'!I: "''TE~M1Y''f.~ '-AME'''~l\ruOF~-- SIO"""YIJR!: - :lATe 
~on'lan:~imj ROlnr, CFS,\ N Radi.cio n Saf~"Y Offi(.tr ~ ~ 11/0912009_ 

WARNING: FALSE STATEMENTS IN THtS CERTIfiCATE MAY 8E SUBJECT TO :~DIOR CRIMINAL PENALTIES. NRC REGULATIONS 
REQUIRE THAT SU8MISSIOilliS TO THE HAC 8E COMPLETE AND ACCURATE IN L MATERIAL RESPECTS. t. U.S.C . 1001 MAKES IT A 
CRIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO ANY DEPARTMENT OR AGENCY OF THE 
UNITED STATES AS TO AHY MAlTER WITHIN ITS JUR1SOICTlON. 
Nile F !II.al 
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U.S. NUCL.2A,R REGULATORY COMMISSION APPROVE0 8YOM8: 1010. 31&0..0038 EXPIRES: 1",n012 
e51im;a!M~ .... ~,.,..,se ~ ~ "," !Ili( ~~~sl ! 
~ Tl,....w.drtg"*"'_. MIIrot D~t1~ m.lIIIIIIi 
N!1Ileo,.r .. ~"welldlD""""'''~~ SeIId..",.."..u~ 
~" "'''''. 10 I/Ie RaGctos 10M FOIAIf'riv.,., s.rvas 6r~ (T·s FSJ) . U.S. 
N\dtaf ~ ~ w~ OC 2(l55S.OC(I 1. 0( b\' 0"IIefI'lII1'''1;,) k> 
~ :ecu;.~ QCW W 10" o.s.I. 0IActf. 0IfclI d~!I.ltI n 
~ "~1. NErle· I c::.m. [3\ SQ..OOJel. 0Ib III \Iar~~ .. .:I Budget. 
..... ~~'lI\ OC ~3. ~ ~ mt_1INd III iftj:IaW "' .. .b'!rI1Iticn ~!SOIIS flO! 
diuMay I QIII,,",yv;8! O~B ~:vnIlIiI. ~ liRe ~ rd ~~~ . ...., 

REGISTRATION CERTIFICATE -in vitro TESTING 
WITH BYPRODUCT MATERIAL UNDER 

GENERAL LICENSE 
• ~ "I"O(~I!C III,~I:Q, "~(XlIeclIoII. 

seelion 3 ;.11 of 1!l CFR 31 estab,lshes 11 genera l ktense luthOl'1ZlO9 physlCi.ns. clinical labor.tOties. hosplt.ls. aflO veterinarians In the practice of 
veterinary medicine. 10 poss.ess tenain smill qUilntil185 of byprodud material fo! '" Vllro dinic.al or liboratory tests not inwlw'Ig)he internal at external 
aQrl'IirJSUltion of the byproduct material at the rill:liallon ltIerelrom 10 hum~n Mings 01 IInlmals. P05Ses.slon of !IyprO:ducl mllterialul'ldet 10 CFR 31 .11 jlo 
1'101 autl'lorized unlil ,he phYSician. clinical leboralory. hospital. or velennan. ,., '"Ihe prllcuce 01 velerlnary medtClrle. tillS filed NRC Form 4113 and 
reoefved from the Commission a v.lldated copy 01 NRC Fo:.." .83 ..... tI1 ill registratJol'I f\U:TI1)er 

, . NAME ... NO ADDRESS OF APPl IC10NT (SH InSfnct"M J B beIo>+'.l 
DepJ: l1menC nrHu llh &: Hum i n Ser vices 
Center for Food Safet), and Appli ed Nutri tion 

Ha rvc), w. Wilcy Building 
SIOO Paint Brl nch Par kway, HFS-6S0 

C nll ege Puk, MD 20740 

INSTRUCTI:)NS 

A Submit thiS form to. 

Division of Malenals Safety & Siale Agreements (T -8 E24) 
Office of Federal and State Materials and 
Environmental Management Programs 
U.S Nuclear Regulatory Commission 
Washhgton, DC 20555.QOO1 

(At NRC. a registration number Will be assIgned and a 
validated copy of NRC Form 483 wil l be rell.:rned.l 

B In:he boX above, pnnl or:ype the name, address 
(ir.cludlng ZIP Code). and telephone number of the 
reg~lrant phYSician. clinical laboratory, hOspital. or 
veterinarian in the practice of veterinary mediane for 
Whom or for which thiS registration form is filed. 

Z AP?UCAlION ((;/>kl< 0fItI 00< only) 

! hereby apply for a registration number pursuant to 10 CFR 31, 
Section 3' 11 . for use of byproduct materials for 

w Myself. a duly licensed physician aulhonzed to disperse drugs 
in the practice of medicine. 

7' The above-named clinical laboratory 

The above named hOSpital. 

Vetennarian in the practice of .... eterir.ary mediCine. 
-----I 

4. REGISTRATION 

REGISTRATION NUMBER : 

(If this an imrial registration, leave this sp&co blank - number to 
be assigned by NRC. If this is a change of information from a 
previously registered general license, include your registration 
number.) 

~ " pI.ce""i1UM is dI'I~ !1Ot'n MS(!re .... 1Intd ,_. g,..,. ~ __ -
Mulrkirk Road Compiu: -Module One Facility (M O D I), 8301 Muirkirk Road, Laurel, Maryland 20708 

a 
I hereby cer!ify that: 

6_ CERTIFICATION 

A. All infOf'lTlatlol'\ in this regi!llralion certificate is true and complete. 

B. The regiStrant has appropriate radiation measuring Instruments to carry out the teslS for which byorodUC! material wiU be 
used under the general license of 10 CFR 31.11 The tests will be performed only by personnel «Impeten! in the use of the 
instruments and 10 the haMling of lhe byproduct materials 

C. I understand that Commission regulatiOl1s reqUire Ihat any change in the inlormatoo fumlshed by a regis trant on this 
registration certtficate be reported 10 the Director. Office 01 Federal and State Matenals and Environmenfal Management 
Programs WI!hin 30 days from the effective date of such change. 

D. I have read and unders!and the proviSions of Section 31 11 of NRC regulations 10 CFR 31 (repnnted on the reversa side of 
this form); and I understand thaI the registrant is required to comply wilh those provisions as to aU byproduct material which 
he receives . acquires. possesses, uses . or transfers under the genersl license for which this Registration Cet1ificate is filed 
wi1h the U S Nuclear Rogulatory Commission. 

~""'TE!)Ort!YOf.!)~AME"'~OF~-- -- .-. SIONATUft!: A /J :lATE 

~on' l ann~im~ Ronn, CFS,\ N Radia(io n sar:l)' Offi~n ~ ..A ..... : 1Y~ 11 /0911009 

WARNING; FAlSE STATEMENTS IN THIS CERTIFICATE MAY 8E SUBJECT TO CIVlu{,.DlOR CRIMINAL PENALTIES. NRC REGULATIONS 
REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND ACCURATE 1(~:.~ATER""l. RESPECTS. " U.S.C. 1001 MAIC ES IT A 
CRIMINAL OFFENSE TO MAKE A WlI.,LFULLY FALSE STATEMENT OR REPRESENTATION TO ANY DEPARTMENT OR AGENCY OF THE 
UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION. 

http:Maryl.nd
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CONDITIONS AND UMITATIONS OF GENERAL LICENSE 10 CFR 31 .11 

§3 \ .11 General licen5e for use 01 bY':lIodud malerials lor certain in 'litro 
cliniCal Of laboralory testing. 

(al A gener., li<;ense 15 hereby ,uued 10 any physiciat'l, veterinarian In 
IN pr.chce 01 veterinary medicil'\e, elrical laboratory or hospital to rec.eive, 
acquire, pouen. transfer, or use, lor an~ of ttle follow,"\} slated lesls, in 
I CCOfdance with the pro~SlOlu of paragraphs {bJ. (e). (d). (e). If\cI If} of \1\1& 
section, the loIowIng byproduct materials in plepackaged \Jni!s 

(1 ) lodlne.125. in linlts not 1I~c.eeding 10 microcuries each fOi use in In 
vilro clinical Of laboratory tesls nol irwolvmg inlemal or extemal 
IdministrahOl'1 of byp10duCl material , or the r~)IIion therefrom, to hu~an 
beings or atllmals. 

(21 lodine·131 !T'I units 1\011lX~iog 10 miCtocuOes elch fOf ~ '" rrt 
v iVO clin ical or iaboratory Ics ts not invoMng Internal Of extemal 
aclmlfllStrallOtI of byoroduct f'ruIterial. or me radiatiOn thererfom. to human 
beitlgs or animals 

(3) Carbon·14. in uf\!ls tlol exceell rng 10 mlcrocuries eaCh for ~ in '" 
vitro clinical or labolatory tests no: irwolving intemal or exlernal 
adminisUaliofl of byprod(.IC1 malenal. or the radialH:i1'l !here/rom, to tlUman 
beings or animl:S 

{~ J Hydrogen 3 (tnllUm ).!() units nOt exooed1ng 50 microcuries elCh mr 
use ill in vitre cHn~! or laboratory test, no! involving '"te rnal or II)flern.ll1 
aomJl'l istfation 01 byprodlJCl materia l. Of the radialH:in tf'lelefrom , to human 
beings Of anllJlals . 

(5) Iron 59. ;1'1 UM' 1\01 exceedlf\(l 2C miClocuries each for use 1/'1 in vitro 
clink;;al or laboratory tesl s I\Ot in\/oNing internal 01 external admlo4stralion o! 
t)yproduct matlrial. or the radialiOl'l therefrom. 10 huml~ boelngs or animals 

(8) Se.enium·7S. in units not exceeding 10 microcuries eaen for use In 
In vitro dinlc.ll Of laboratory tesls 1'101 involving llltemal Of extemll 
administration 01 byproduct m aterial. Of The radialior'l therefrom . to h"'fTIan 
beings or animals. 

(7) Mock fodine· I25 ~lerertee or ca~bratioll SOUJee5. in UllitS no: 
IIxceeding 0.05 microcufle of todil'\e. 129 lind 0.005 mic'.J'oOJrie of 
ameliwm·241 elch for UH in ill vitro Gllnica! 01 laboratory les\s not lnvolvil'l!i 
internal or external admini5tfl!ion of byprOduct maltlria l, or tM radialion 
therefrom. to human beltlgs or an.,."ltl. 

(8) Cob11l57. in 1.1"'1:$ I'IOt exCMdir.g 0.37 megabecquerel (10 
microcurie5) lIach fOI' use In in Vitro c!inicar or laboratory tests !'lOt invoMng 
Internal or e)(\tlnal aami!'ll$trafion of Oyproducl malarial. or the ra dlil bOO 
:tterelfom. to human beings or 3nimlls. 

(tl ) A person shiMIW)\ receive. Icql.Hre. pos.wss, use or transfer 
byproduct m'leriOl\ uMllr the gene,,' ~cer.se eslablisl'led by parlgraph (a) 01 
this sedion unless !hal person; 

(I ) Has iled NRC Form 483. "Regl$lJallon CertiflCate · 1I\ vilro Tesllflg 
with Bypr«\uct Malena! UOder General Lx:ense," with the Director . OffJ()8 of 
Federal and State Matel'lals and Enwonmental Manaoemel'll Programs, fly 
In appropriate m&li1od listed ill §30.6(a), anCi has recelveo from Ih() 
Commission I ...alldlte<l copy of NRC Form 483 wilh regisUatiol'l number 
asslgrJed: Of 

(2) Has a license that authorizes the medical use 01 byproduct materi. 1 
thai was issued ul'Ider Pin 35 of IhLS chapl!!r. 

(el A penon W!Wl receives• • cqulTes. possesses or uses byproduc! 
matlnl l pur$Ual'lllo:he (»erIera f brlse established by par3lltlpfi (11 of \tIIs 
section sha~ comply with me l oIlowlng: 

(I) TM gel1(!ral ~censee shall not poueu a: any one time. uf\der!he 
general license In paragrap~ (a) of tl'wS ieCllon. at Iny one Iocabon 01 
slot.ge 01" use . a 10111 amount of iodine· t25. IIxhne·131. selefliom·75, 
cotIall-57 aodIor iron·59 n excess 01 7.4 megabecql)erels (200 mlcrocurles). 

(2) The general licensee sllall store the tlyprool.OC'\ maleriaL UI1 til lJ$ed. in lhe 
orig inal sniPll ing COOlainef or in a r.onlainer providing equNalentl'lldiatH:in 
protection_ 

(3) The generallicensce shali U$e me byproduct mll~rial only for !he uses 
autnonzed by paragrlp.'l (I) of thiS sadion , 

(4) The general lic.ensee shall not (r"nsfer the byprOdUG', maleril l extepl by 
lransfer \0 a person authoriled 10 receive it by a license p!.trsuant to this 
chapler or from al'l Agreemel'll Stale. tI(N' transfer !he byproduCI materillil ln 
any mamer othor tllan Ifllhe unopened, labeled shipping contl lner IS 
reCflLved Irom the supplier. 

(!ii ) The gl!:neral 1/censee shiH dispose of !he Mock 1od1ne-125 reference or 
allibrall()l'1 sources described in paragraph (a){7) oltrlis section as required 
by § 20.2001 , 

(dl The geoeral ricensee shall not receive, acquire , possess. Of u~e 
byj)/Oduct m atenl l ptJfliU8n! to parag~ph (al 01 this sediotl· 

(1) Except as prepadl~e<lunlls whiChlfe labelec1ln accordance with t/)l 
provisiOns 011 sped~c license i.ssved undllr the pr01llsiol"d. 01 § 32.7 1 of IhI, 
chapler or In 'CCOI(1,na: with Ille provls!ons of I specific license Inoed by 
an ~Ieement State. or I)Omre NOWlml)er 30, 2007 anll!he prOVISions of. 
speClftc lic.ense iuued by a Stale WJth cornplrabie Pfo",;~s 10 § 32.11 ttlat 
authorile mal'lUflcture ilnd dlstritwtiol'l 01 iodine-125, iod~"'II·1JI , caJboo-14, 
hydrogen·3 (Intfum). selenlUm· 75. iron·59, cobaH·57, or Mode JQdine·125 fl)I' 
distrlbullon 10 persOl"lS generaUy ~ Cflnsed by the Agreement State or the 
Stlte wltn complrable PJDYlsions to § 32 11 

(2) Unless the fo!lowing stalement. or I substantiaU~ $im~a r "alement 
w~iCh contains the inlOfma~on cal~ for In the lo!lowing statement. appelrs 
on a label aKl)Ied to eadl prepadlaged UM or appears in a lealle! or 
t)(ochUll! w hich accompanies the pacll.age: 

This rad iOacti .... matenl! may be reG&iYed. acquired. possessed, and used 
Gn~ Dy physlaans. veterirlari ans in the p!'adice ofve!erinlry medicme. 
dinlcallaboralories or IIospijals and only tor in vitro clini ca l or Ilboratory \eSIS 
nolmvolving Internll Of IIlttornal admlnl ,"ation of the malefi li. Of the 
nMl i8l1on therefrom, to human belflQs Of al1lmals, Its receIPt. ac.quisition, 
po$$essl()n. usc, Ind Iflnsfer are subjed 10 the legulations and • genaral 
license 01 1M U.S. Nude.., Regulatory CommisslDfl Of 01 a State with whidl 
tile CommISSion na~ entered into an agreemel'lt for !he exerciU of f l!9vlatory 
au!I'\or'r!)'_ 

1)0, S.O~·I ~,.,~:~"'~!;; rCO ___ 

e) Tne regisltlnt posseSSing or using byproduct materials under \he general 
license of paragraph (a l ofmls section shaM repol'! 11'1 writing to !he DIrector. 
Office of fedlfa! Ind State Materials lod Em/irOflment l l Management 
Programs, Iny changes (1'1 the inlormllion furnished by him in the 
'Reginanon Ceniticate- !f\ Vitro Testing With Byproduct Malerial Urx!er 
Ger.eral License: Form NRC-483. The report shaU be fumls~d within 30 
days aller!he effective date of soch d'!ange. 

(I) My person using byprodt.ICI maIM" pursuant 10 t~ general license of 
paragraph (a) of this sediOn is eltempt from the requirements Of parts 19, 20, 
aod 21 , of this Ct'oapler with respect to oyproduct materials collll rell by thaI 
general license. eJrcept thac sud'! persons using \he Mod: toolne·125 
described in plraglapt. (a)(71 of t'l!s secrion 51\.1" comply with the ptovisloris 
01 §§ 20,2001 , 20 2201 afld 20.2202. 

NOTES 

I A Stale 10 .....1'IiC.'l tenain rll9ulalOry aulhority owr radioactive malerill hIS been IIIInsferred by foff"lallg/eemen~, pursuant to section 274 oIltle AIOITIIC 
Ene/gy Acr of 1954. IS asnel\ded. 

2 labels l uthorized by the fegulafioru; In effect on Septamt\er 26, 1979 may be used ul'llil ol'le yeaf Irom September 27, 1979 

1 A ~ triplicate sct of this ReglsllatJon Cl!rtfficate. NRC Form 483. may be used to report any change of informjllion lufl'\lsned oy a rll9iS1t41nt 1$ requiteG 
by §31 \I(e). 

If la.rger quant~ or OTIIer forms of b'(product maleria l lIIafl those $p8Cified in the gIIr\I!:rat Jicense of 10 CFR 3 \ It Ire required. file NRC Form 31 l . 
"ApplicltJon for ByprOduct Mlleriaf Weense: to obt.1in a speCific byproduet maleria l~. Copies oI l pplicalion Ina registration fomls ma~ tie 
ob ta ined ffflm!he DiVIsion 01 Malerials Safety and STille Agreements. OtrIce of Federal al'l(l State Malerials and Err.4ronmental Management Programs. 
Unrted States Nudear Regulatory Com/mulon, W!lshingtOl'1. DC 20555·0001 
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CONDITIONS AND UMITATIONS OF GENERAL LICENSE 10 CFR 31 .11 

53 \ .11 GeMlral license for IJSI! of bYPloduct maleri l ls for certain ill 'Jitro 
clinical Oflaooralory lesting. 

(a) A generallic.en$e is hereby iuued I:) .lIlY physiciarl, veterinarian n 
ih& practice 01 IICterinary mell.icine, clinical l<tborato~ Dr hnspital lo rec.elve . 
acquire. jW$.S I!SS. lr.1nsfer. or use. lor . oy of the loIiowiog stlled lesls. Ir1 
I CCOfdance with II'Ie prO..n5lO11s of pl~rlphs (b). (c). (d). (e). and If} of W & 
seCl/on. lhe lollow.ng byp.odua millenals in ptepackaged IJnilS 

(I) lodine--125. in units oD\ e. ceedlll9 10 microcurie&. e.ch lor use in In 
vitro clinical Of laboratory lests not irwolvmg iotemal 0( exlemal 
Idmlnistratlon of bYPlodlld mllerlal. or the f~latlon therefrom. to hu,"an 
beings or animal$. . 

(21 lodine·1 31 . If) units rIOte~~ing 10 microcurles each for ~ In in 
vrtto clinical or laboratory Icsts not lnvooMng internal Of e~temaJ 
admrnrstrallOn of byorodud fI'I<Ile rlal. Of!fle radiatiOn therefrom. 10 human 
beirogs or animals 

(3) Carbon·\4. in uMs nol e~ceell.lng 10 mlcrocuries eaCh for use In '" 
vitro clioiCal or labor'alory tests not involving Inklmal or eXlernal 
adminisUiJlioo of byprOdLICt matenal. or tile radiation therefrom. 10 hum a.' 
beings Of animals 

(~ ) Hydrogen 3 (tribum).!!"l units no~ e)lcci!Oing 50 miaocu(.es each for 
use if1in Vitro cHnlc.1! or labor" tory IUts nol inllOlvlng IfIlernal or IIXlern~1l 
adrnJnislr.alioll of byprodud malenal. Of the radlalloll the{efrom. 10 human 
beings or ,,"mals. 

(5) Iron 59. in ul'lits nol exceedlflQ 20 miaoeuries each for use III in IIlIro 
clinical or Ilooralo'Y te,ts rIOt invoNing Internal or exlernal adminlslliltion 01 
byproduct matllrial . or the radiation \!'\erelrom, 10 rl!.iman beings or animals 

(8) Seienium·75. if! units not exceeding 10 microcurie, ead'1 fOf use In 
~ vitro dlntat at laboratory tests 11.01 involving ll'l\emal or e)(temal 
admlnistratlon 01 byprOdIJCl materIal. Of The radiatiOrl ttwelrom. to human 
beinij5 or animals. 

(7) Mod! lodil\t!· 125 tefereoce or cakbriJtion sources. in utl!!5 no! 
lI~ceedlog 0.05 mic;roCtme of IOdine_ 129 allCl 0.005 /Jlk:J"ocurie 01 
ilmeriCllm·241 each for use '" in vilro clinical OI laboralory lesl5 nolll'lvolvinli 
internal or IIxternal adminlstratlon of byproduct material, or tile radialion 
therefrom. to hllman beklgs or animals. 

(II) Cob111S7. L'I un'\l5 1'101 e~ce&dlllg 0.31 megabetquerel (IO 
microwrie5) lIach fat use In in Vilro dinlcal or la\)Ofalo'Y 11I5ts nollmloMng 
Internal or external administration 01 oyproouct material. or the radJa tiOfl 
~from. \0 hum.,n beings 01 anlma!s. 

(tl ) A persoo shaM nol receive. atql,Hrn. possess. use or uansfe r 
b:fProouct malenal uNler the geOOlal UC/ln6e eslab&$1'Ied by paragraph (a) of 
Ihi$ section \Ill!I!s.s thai person: 

II } Has filed NRC Form 483. "Regl5lJaUon Certificate · ttl vitro Tes1rrl1l 
..... i'.n Gyproduct Malenal UOder General Lx:enStl: ..... ith the Director . Olftc;e of 
Federal and State Matenals and Enwonment~1 Manallement Program •• lly 
an appropriate method bted in §30.6{ilJ. arul hl5 recel'ICe from tho 
Commi5sion I valldllted copy of NRC Form 463 with reogisUatioo number 
auogned; 01' 

(2) Has &. ijcense th,l authGrtzes the medical use 01 byproduct matenll 
Ihat was is5lJe(l under Pan 35 of thiS chapter. 

(e) A pI!(SOf\ WflO reO!ives. acquires. possesses or uses byproduct 
mallrial pursuant lo:he Qeneraf license eslablistled by paragraph (a) of thrs 
section sha~ comply w il~ troe following: 

(1) TM general Ucensee $hall rIOt possess at any one l ime. under !tie 
general license In paragrap~ (a) of this &ectlon. at anyone IocabOfl of 
slOiage 01' use . • 100ai amount ef iodine· 125. 1«lIne-i 31. slllenium·7S, 
cobalt-57 aodJor iron·59 ... excess 01 7 .~ megabecqlJerels (lOO mlcrocurles). 

(2) The geooral Ucensee shlill Siore the byprod lJCl material. until used. in the 
original snioping conla,nel or In a r.onlainer prollidlnll eQuNalellt I'1Idialion 
prO\l!clio.n. 

(3) TN! generalliarnsce shali use IN: bvproduCC material Gnly for !he uses 
1Iulhonzed by plragrap.'l (I) of \hIS section. 

(4) T'tIe generai lioensee shall 1\0: !ransier the b~ptOClUG'. maleri. 1 e~cepl by 
trilnsler to a person lIuIhort/:ed 10 receive it by 11 I(cense ptlrsuanl to this 
ch. pter or from an Agreement Slate. nor transfer !he byprodlld malerial in 
any milt\llef Olher lhall In the uoopened. labeled shipping container as 
re~lVed Irom the supploel. 

(!iiJ TIle general licensee ShaH dispose of the Mock iodine- I 25 reference or 
calibration sources des.cribed in pltagraph (a){7) of II'Iis section IS required 
by § 20.2001 . 

(d) The generaillcensee Sh.1I fIOl re~M!. acqulro. po6SeS5. or URe 
byptOdIJCl mlltanal pursuallt ro paragraph (a) 01 this section' 

(II E~cept as prepad!age<l units ..... hlCh are labe-Jed In acc.ordanee wilh the 
pl(:)Vfsions of a speci~c lieense Issued undllr tI'lt! provl:UollS of 5 32.71 of Il'I!a 
cnapler Of ill .ccordliince ..... llh Itle provisions of a specific tioceMe ISlued by 
a1\ A\l:lltemem State. or !)elore NoW!mber 30. 2007 and ~ prOVISions 01 a 
speCiftc license issued by" State "Nllh comparable jlfOvislons \0 § 32.1\ that 
authortze ma,.,.,faclure and distribution of iodme-125. iod~'"Ie·131 . carbon-I' , 
hydrogen·3 (tntlum). selenlum-75. iron·59. coba~ ·57 . or Mode JQdlne·125 for 
distribution 10 persOflS generally !i~ns.ed by the Agreement Stale or the 
&.Ie witn comparable pl'OYIsIolIS 10 5 32 11 

(2) UnIf!ss the following statemant nt a lubstantiaUy sim~a r "alemenl 
w~1th cont. in. the infOfma~on caHed lor III the totlowing sla1&menl. appears 
on a label afflJ(ed to each prepadlaged unit or appears In a lealle! Of 

brochure ..... hid'l iccompaflies the pacltage: 

This radloactlve material may be rec&iYea, aoquile4. possessed. and uSed 
only Dy pllyslciallS. ve terinarians ill the practice at'vetelln;try medione. 
dinlcallaborator\es or Mspi1als and only for io vitro cJlrri::a1 or laboratory tests 
nol involving rnlernal Of extolnal admini&lraho.'" ollhll malenal. or ttle 
rtt<I iatlon therefrom, to hilmar! beIngs or afllmals. Itl receipt. acquisition. 
pDU8SSlOn. use. and Ifansfer are subjed 10 the regullillions and • ~enera! 
license of !he U.S. Nudeilr Regulalory Commiuion or of a State with 'NtIldl 
tile Comm.ulon nas enlered Into an agreement for 1M exerOlia of fl!9vlatory 
alltl'lolity. 

~~s.O~·'~,",~':i"",1!; 8C-O 

al Tne registrant posseSSing or using byproduct mllerilils under \he genera! 
license 01 paragraph (a) 01 thIs section shaM repo(! in ..... riting to !he DIrector • 
OffIce 01 fedara l and State Materials and EIlllironmernal Managemenl 
Prograrm. any chao9cs in the informalion fumlshed by him In \he 
-Regl5lfabOn Ce/1ificate-l/\ Vllro Tesllng 'Nith ByproduCI Material Under 
Ger.erallicense .. Form NRC-463. The report shaU be fumished ..... ithin 30 
days aller !he effed:ive dale of SUCh Cflange. 

(f) Any persOfl using hyproduct malenal pursuant to the general license 01 
paragraph (a) of this sectiOn 15 exempt from the requ;,ements Of parts 19. 20. 
and 21 . 01 this Chapter ..... lIh respecllo oyproduct materials covered by thaI 
genelalliGcnse. ell'eepllhll suCfl persons using \he Mock lnd!ne·125 
described In parllgrapt; (iI){1) olt'Jls section 5h.IIH comply with trIe: provWont. 
015520,2001 . 202201 and 20.220:l, 

NOTES 

I A Siale to wl'licn OI:Irtain rqulatory authority over ra<:ioactivll materill hIS been ttlnsterreo oy formal ag/eemen~ pursulllI to section 214 of ttle AlomlC 
Enefgy Act 01 1954. as amended. 

2 labels , vlhorized by the regulatlons In affect on September 26. 1919 may t>.!I usad until one year from Seplember 21. 1979. 

1 A ~ bipllGille sel o1lt1is ReglWII!on Certi!lcale. NRC Form 483, may be usadlo repor1l1flY change of Inform~tion fumfsned:IY a rl!13islrarn IS requiled 
by §31 \I(e). 

II larger quan\itJ4ts or olher forms of b)'product ma!er;allllan those specifted In the geMra! license 0110 CFR 31 . I \ are required. flte NRC Form 313. 
"Application 10( B)'P(OdUCI Material Ucer1se: 10 obtain a specific Dyprodlld materi. llH:eose. Copies of application IInC1/egistration !arms may be 
obtained from !he OMSlon 01 Malerials SilJety and State Agleements. 0IIIce 01 Fecleral and State Materials and ErWlronmentaJ Management Programs. 
UMed Siaies Nudear Regula!ory Comminlon. Washloglon. DC 20555.000' . 
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edge the receipt of YOUQPPliC3tion da~d (L C C t \J-C C. 
~~~..LLLllLl,OLq!,-_~_, and to inform you thaI the Initial processing which 

include~ a~~~i:~ra~v+;~; has beqn ~3D771 -D ( ) 
00 ThelJwere no afminislralive om'-lns. Your application was assigned \0 a 

technical reviewer. Please note thai the tec:tmical review may identify additional 
omissions or require addilional information. 

o Please provide to this office within 30 days 01 your receipt of this card 

A copy 01 your ac\ioo has been forwarded to our license Fee & Accounts Receivable 
Branch. who will conlact you separately if Ihere is a fee issue Involved. 

Your action has been assigned Mail Control Number JLlLj d,9ta . 
When calling to inquire about this action, please refer to this control number. 
You may call us on (610) 337-5398. or 337-5260. 

NRC F~!>32 (RI) Sincerely, ..., Licensing Assistance Team Leader 

edge the receipt of YOUQpPlicalion da~d (C C (' I \J'e C. 
"..,,....,,,..,ll.u,!'cL."0~q7.,.,-,-c-. and to inform you thatlhe Inillal processing which 

Inci,des a;;~%t~N+;:; has beq '::2Dh /-0 I ) 
[X} Theltere no !fministralive om'Jn5. Your application was assigned to a 

technical reviewer. Please note that the technical review may identity additional 
omissions or require additional Information. 

o Please provide to this office within 30 days of your receipt of this card 

A copy of your adion has been forwarded to our License Fee & Accounts Receivable 
Branch. who will contact you separately if there Is a fee Issuo Involved. 

Your action has been assigned Mall Control Number JJ.lLj .J.9'" . 
When calling 10 inquire about this action, ptease refer to this control number. 
You may call us on (610) 337,5398. or 337-5260. 

NRC F~!032 (AI) ... , Sincerely. 
licensing Assistance Team Leader 


