
February 15, 2000

Motor City Internists 
ATTN: Debra Jo Levan, D.O.  
11447 Jos. Campau 
Hamtramck, MI 48212 

Dear Dr. Levan: 

This letter verifies the receipt of the completed NRC Form 483 dated February 10, 2000. This 
form is a condition of the general license under 10 CFR 31.11 authorizing in-vitro testing with 
byproduct material under general license.  

The form has been assigned registration number 9181. When making changes to any of the 
information on the form, please reference the registration number and address the 
correspondence to Director, Office of Nuclear Material Safety and Safeguards, U.S. Nuclear 
Regulatory Commission, Washington, DC 20555.  

If you have any questions or need further assistance, please contact me at (301) 415-8140.  

Sincerely, 

Traci Kie Registration Specialist 
"Materials Safety and Inspection Branch 
Division of Industrial and 

Medical Nuclear Safety 
Office of Nuclear Material Safety 
and Safeguards 

DISTRIBUTION: 
IMNS r/f NMSS02-Public 

DOCUMENT NAME: H:\TRACI\Ievan.483 
To receive a copy of this document, indicate in the box: "C" = Copy without attachment/enclosure "E" = Copy with attachment/enclosure "N" = No copy 
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N.QC FORM 483 U.S. NUCLEAR REGULATORY COMMISSION APPROVEDOMB: NO. 3150-0038 

(4-90) 
EXPIRES: 2-29-93 

W0CFR 31 ESTIMATED BURDEN PER RESPONSE TO COMPLY WITH THIS 

INFORMATION COLLECTION REQUEST: 7 MIN, FORWARD COM
RE ISR TINCE IIA inVirTES1NGT, i.-, MEErCTtwAfNjBURD .EN ESTIMATE TO THE INFORMATION 

AND RECORDS MANAGEMENT BRANCH (MNBS 7714), U.S.  

WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE NUCLEAR REGULATORY COMMISSION, WASHINGTON, DC 20555, 

-AND.TO .THEPAPERWORX REDJJCTION PROJECT (3150-0038), 
OFFICE OF MAN4AGEMENT AND BUDGET,' WASHINGTON, DC 

-. , 20603.  
,. e -'n• vt•trin arians in the praCtiCe of veterinary

S . .. ... .. .b [s es ne 1 Icerse utho ri~ing physicians, (:ln jcuai iuu or at•u • ;,• ,*, w , =• P,,,,ý' -.- ii..n- ... .. .. t-- . . ..  Section 31.11 of 10 CF.R 31 establishes a pn.rpic. E fCl t v. a....... " ".'r '" "p ing't.. eihternal'r external administration uat _e f b roducz materjlfor Invtro cli ..... __ly o_ s 
medicirle to possess certain smell quantities of byproduct ... e...yO-r,..,p, clinic.l .... ratr oduct ' - a, tertlib iJnderlCFR 31;.eeisrnot adthirizon 

'the byproduct majerlal or the6 radlatlon therefrom to humanibe6lngs or animal ,P6i .,sse'sof-under 1 C 31 -t authorized 

until the physician, clihica'abOratory, hospital, or.veterinarlar inthe practice of-veterinarymdicine, has filed, NRC Form 483and rthe.Com

mission a validated copy.of NRC Form 483.registratiork.numbe.r ,. *•. ... . . .. . .. -

Motor-.City Internists.  
11-447-Jos-j Campau..  
Hamtramck,. MT 48212"

'(i313) 365-9470

Debra Jo LeVan, .D.O.-

c.,.,c

F . -

I hereby apply for a registration number.pursuanft to 10.CFR 31, 
Sectjion 31.1,1,for vks of.byproduct materials.for: 

(Check .ope box only) . ... .....

A. Myself, a duly licensed physician authorized to dispense drugs 
I ri'thepreactice of medicine.  

B. The a6b6vei-namedlinical l§bora ory.  

.C. The above-named hospital.  

D.- Veterinarian in the practice.of. veterinary medicine.

1. I-NSTUTNS ' 

A, Submit this fo. rm in tri plicate to: 
Medi cal,.Academ'mic and Comrmercial Use 

Safety Branch'(6-.3) " 
Division of Industrial -and Medical NucleariSafety 
"Office ofNNuc.lear Material safety and Safeguards 

US. Nqclear Reg l•.toryCommission 
* optpDC '',55 

"(At NRC. a registratijihn umber will be assigned 
6ad a v.lidated . pyf NRC Form"483 will be 

reture .d.) -

B.' In the bpx above, print or type the name and address 

(icludi'ng"ZIP Code) of the registrant phYsiCian 
'clinical laboratory, hospital, or vejerinarian in the 
practice of veterinary miedipine for-whom oIr for 

which this registration form is filed.

r' 3. REt�ISTKAI luw

REGISTRATION NUMBER: 

T WCO11 •m t!, r-.r r, • • ~~IC

r 
(j.

V

r;ýý oi" 'Jnreave this tpace blank' - numbei to be 

assigned by NRC. If this is a .change of information from a previously 

registered general license, include your registration number.) .

4. If place of use isdifferent from address listed above, give complete address: 

.. 5.CERTIFICATION 

I hereby certify that: . . .  

A. Ali. informatior'niin this registration certificate is true and 'cimplete.  

B,. The registrant has radiatiop measuring . .rur•_.ents to carry out the tests for which byproduct materialhwill be used Under 

the gene'al licehwe Of 10 CFR 3)1.11 .The tests will e performed only by personnel competet in the use- of the instruments and in 

the.han.ing of the "yproduct materials.  
C. I unde'r'stand that commission regulations require that any change 'in the information furnished by a registrant on this registration 

.ertificate be re.orted to the Director of Nuclear Material Safety and Safeguards within"30 days from the effective date of such 

change. 
itdoth ees iefti 

D. I h•ve read and'understand the provisions of Section 31.11' of NRCregulation 10 CFR 3 (reprin hd o the reverse side-of this 

for'm); and I understand that the registrant" required to compl it those pro 9 ions as to/ 11 pr ct material which he receives, 

acquires possesses, uses, or transfers under the general licens r ,hich- this gistrate at is fiLed with -the .-Nu lear ,U 7 
"Regulatory Commistion. " .  

N____`SIGNATR OF 
/.LI 

PRINTED OR TYPED NAME AND TITLE OF APPLICANT I TURE OF APPLICDA 

SDebra Jo Levan, D.O.

NRC FORM 483 (4,90)

WARNING:.FALSE"STATEMENTS IN THIS CERTIFICATEIMAY. BE SUBJECT TO.:CIVIL'AND/OR CRIMINAL PENALTIES. NRC.REGULATIONS 

REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND ACCURATE IN. ALL MATERIAL.RESPECTS. 18 U.S.C;SECTION.1001 MAKES 

IT A CRIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT.OR REPRESENTAT.ION TO ANY DEPARTMENT-OR AGENCY.OF THE 

UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION.

.,- L•-

"• '• '"F. ._. -'. . "U , 

.. 0.  

, . .. , , . ,.. •

(zý A DDI 1&-A-rIrKI

"3. REGISTRAI ION

S... . . .. . I1 1. llrri-l%•r1,1 iv



February 15, 2000

ViroMed Laboratories, Inc.  
ATTN: Neal T. Wetherall, Ph.D.  
6101 Blue Circle Drive 
Minneapolis, MN 55343-9108 

Dear Dr. Wetherall: 

This letter verifies the receipt of the completed NRC Form 483 dated February 10, 2000. This 

form is a condition of the general license under 10 CFR 31.11 authorizing in-vitro testing with 

byproduct material under general license.  

The form has been assigned registration number 8309. When making changes to any of the 

information on the form, please reference the registration number and address the 

correspondence to Director, Office of Nuclear Material Safety and Safeguards, U.S. Nuclear 

Regulatory Commission, Washington, DC 20555.  

If you have any questions or need further assistance, please contact me at (301) 415-8140.  

Sincerely, 

A/ 
Traci Kime, Registration Specialist 
Materials Safety and Inspection Branch 
Division of Industrial and 

Medical Nuclear Safety 
Office of Nuclear Material Safety 

and Safeguards

DISTRIBUTION: 
IMNS r/f NMSS02-Public

DOCUMENT NAME: H:\TRACI\wetherall.483 
To receive a copy of this document, indicate in the box: "C" = Copy without attachment/enclosure "E" = Copy with attachment/enclosure "N" = No copy 
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NRC--rrdRM 483 U.S. NUCLEAR REGULATORY COMMISSION APPROVED BY OMB: NO. 3150-0038 EXPIRES: 0713112002 
(7-19.69) Estimated burden per response to comply with this mandatory collection 

request 7 minutes. The validated registration serves as evidence to suppliers 
of byproduct material that the registrant is entitled to receive the byproduct 

REGISTRATION CERTIFICATE -- in vitro TESTING material. Send comments regarding burden estimate to the Records 
Management Branch (T-6 F33), U.S. Nuclear Regulatory Commission, 

WITH BYPRODUCT MATERIAL UNDER Washington, DC 20555-0001, or by internet e-mail to bjsl@nrc.gov, and to 
the Desk Officer, Office of Information and Regulatory Affairs, NEOB-10202, 

GENERAL LICENSE (3150-0038), Office of Management and Budget, Washington, DC 20503. If 
a means used to impose an information collection does not display a currently 
valid OMB control number, the NRC may not conduct or sponsor, and a 
person is not required to respond to, the information collection.  

Section 31.11 of 10 CFR 31 establishes a general license authorizing physicians, clinical laboratories, hospitals, and veterinarians in the 
practice of veterinary medicine to possess certain small quantities of byproduct material for in vitro clinical or laboratory tests not involving 
the internal or external administration of the byproduct material or the radiation therefrom to human beings or animals. Possession of 
byproduct material under 10 CFR 31.11 is not authorized until the physician, clinical laboratory, hospital, or veterinarian in the practice of 
veterinary medicine, has filed NRC Form 483 and received from the Commission a validated copy of NRC Form 483 with a registration 
number.  

1. NAME AND ADDRESS OF APPLICANT (See Instruction 3.B. below) 2. APPLICATION (Check one box only) 

I hereby apply for a registration number pursuant to 10 CFR 31, 
Virolflecd La.boratorcies, Inc. Section 31.11, for use of byproduct materials for: 
6101 BPlue lCircjle• Drive D] Myself, a duly licensed physician authorized to disperse drugs in 

inneapo s, .N... 55 343-9108 the practice of medicine.  

[ The above-named clinical laboratory.  

TELEPHONE NUMBER (include Area Code): D The above named hospital.  

800-512-0077 [j Veterinarian in the practice of veterinary medicine.  

INSRUCTIONS 4. REGISTRATION 
A. Submit this form in duplicate to:,O REGo•. REGISTRATION NUMBER: 

Materials Safety Branch (T-8 F5) 0 .
Division of Industrial and Medical Nuclear Safety 
Office of Nuclear Material Safety and SafeguardsiT JrT T " TC , CA T r, 
U.S. Nuclear Regulatory Commission 
Washington, DC 20555-0001 : y 0 

(At NRC, a registration number will be assigned and a validated * .-.  
copy of NRC Form 483 will be returned.) 

In the box above, print or type the name, address (including ZIP (If this an.initijal r.gis•ration, le6 Is spac-lan nu r to 
Code), and telephone number of the registrant physician, be assigned by NRC. If this is a change of information from a 
clinical laboratory, hospital, or veterinarian in the practice of previously registered general license, include your registration 
veterinary medicine for whom or for which this registration form number.) 
is filed. __

If place of use is different from address listed above, give complete address.  

6. CERTIFICATION 
I hereby certify that: 

A. All information in this registration certificate is true and complete.  

B. The registrant has appropriate radiation measuring instruments to carry out the tests for which byproduct material will be used 
under the general license of 10 CFR 31.11. The tests will be performed only by personnel competent in the use of the instruments 
and in the handling of the byproduct materials.  

C. I understand that Commission regulations require that any change in the information furnished by a registrant on this registration 
certificate be reported to the Director of Nuclear Material Safety and Safeguards within 30 days from the effective date of such 
change.  

D. I have read and understand the provisions of Section 31.11 of NRC regulations 10 CFR 31 (reprinted on the reverse side of this 
form); and I understand that the registrant is required to comply with those provisions as to all byproduct material which he 
receives, acquires, possesses, uses, or transfers under the general license for which this Registration Certificate is filed with the 
U.S. Nuclear Regulatory Commission.  

PRINTED OR TYPED NAME AND TITLE OF APPLICANT SIGNATURE I" DATE 

_l~ T. ietherall, Ph.D_ DATE0 

WARNING: FALSE STATEMENTS IN THIS CERTIFICATE MAY BE SUBJECT TO CIVIL ANDIOR CRIMINAL PENALTIES. NRC 
REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND ACCURATE IN ALL MATERIAL RESPECTS.  
18 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 ANY MATTER WITHIN ITS JURISDICTION.
NRC FORM 483 (7-lggg) PRINTED ON RECYCLED PAPER

PRINTED ON RECYCLED PAPERNRC FORM 483 (7-1999)



CONDITIONS -AND LIMITATIONS OF GENERAL LICENSE -1 - -.1 AI I

§31.11 General license for use of byproduct materials for certain 
in vitro clinical or laboratory testing.  

(a) A general license.is hereby issued to any physician, 
veterinarian in the practice of veterinary medicine, cliniczal laboratory 
or hospital to receive, acquire, possess, 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 section, the following' 
byproduct materials in prepackaged units: 

(1) iodine-125, in units not exceedinb 10 mi'crocuries each for 
use in in vitro clinical or laboratory ests not involving internal or 
external administration of byproduct material, or the radiation 
therefrom, to human beings or animals.  

(2) Iodine-131, in units no exceeding 10 microcurieseach for 
use in in vitro clinicai-or'Iaboratory tests -not involving internal or 
external administrationh of byproduct material, or the radiation 
therefrom to human beings or animals, 

(3) Carbon-14 in units not exceeding .10 microcuries each for 
use in in Piro clinical or Labo tory tests not involving internal or 
external administratron of byprodtrct material, or the radiation 
therefrom to huma - onimals.  

(4) Hydrogen 3 rt , in units not exceeding 50 microcuries 
each for use in n vit cil ir laboratory tests not involving 
internal or external ad. r t ra ton of byproduct material, or the 
radiation therefrom, to ran beings or animals, 

(5) Iron 59, in units not exceeding 20 microcuries each for Use 
in in vitro clinical or laboratory tests not involving internal or external 
administration of byproduct material or •he radiation therefrom, to 
human beings or an rmals.  

(6)- Selenium-75, in units not exceeding 10 microcunies each 
for use in in vitro clinical or laboratory tests not involving internal or 
external administration of byproduct material or the radiation
therefrom, to human beings or animals.  

(7) Mock lodine-125 reference or calibration sources, in units 
not exceeding 0,05 microcurie of iodine-129 and 0,005 microcurie 
of americum-241 each for use in in vitro clinical or laboratory tests 
not involving internal or external administration of byproduct 
material, or the radiation therefrom,.to himan beings or animals.  

(b)'. A person, shill, not receivo, acquire, possess, use or 
transfer byproduct material under the general licehse established 
by paragraph (a) of this section unless that pe-son, 

(1) Has filed NRG Form 483, "Registration .Certificate --in vitro 
Testing with Byproduct Material Under General License," with the 
Director of Nuclear Material Safety and Safeguards, U.S. Nuclear 
Reguiatory Commission Wa rington, DC 20555-0001, and 
received from the Commissicon validated copy of NRC Form 483 
with registration number assigne'd or 

(2) Has a icense that aut orizes the medical use o' byproduct 
matenal that was issued under Part 35 of this chapter.  

(c) A person who receives, acquires, possesses or uses 
byproduct material pursuat to the general license established by 
paragraph (a) of this so hall comply with the following: 

(1) The genera! iconse shall not possess, at any one time, 
pursuant to the general license in paragraph (a) of this section, at 
any one location of storage or use, a total amount of iodine 125, 
iodine 131, selenium-75 and/or inon 59 in excess of 200 
microcuries

(2) The gene•al licenŽsee sbal stare the byproduct material, 
until used, in the oranna! shipping container or in a container 
providing equivalent radiation protectonr 

(3) Th .general * I. ... -0iy 

for th•. as author6zed by pareoraph (; .2 sr 
) Te general cense shal no ransfeathe b louct 

maoerial e-xept by t e to h izeto rceive it by a 
license pur-Žant to this -hoptr 'fcm afl 'ret SRate -nor 
transfer the. byproduct material in any memo- ea tn rn the 
unopened, labeled shipping container as required r-i ?[ 301 of 
this chapter, 

(5) The general lcae seeshall dispose of the Mock lodine-125 
reference or cal bration sources described-in paragraph (a)(7) of 
this section, §20.301 of this chapter.  

(d) The genaeral lice'se shall not receive, acquire, possess,, or 
use byproduct mt tprr )grap ½' of thi? section.  

(1) Except as prpkajed units wvich a ne eed in 
accorda ce wth theprosors of a spoei ic eset i.ed under 
the provision- , 2'1 of;tischaerorrnaccordance with the 
proso of a apecii cense 'ssued b an i.g reeri State that autho rie mnftactueari d~~bu 'iodrK..2 sadine-31 .  
carbon-14 hydrogn urn), i 75, iron.59 o Mock 
Iodine-125 for dsnt1 a pesnsa geraiiy licensed by the 
Agreement State, 

(21 Urless th t stt nt, a" a substrntially similar 
statorent wicit - r nrmaton d for in the following 
statement, appears on a iabel affixed to each prepackaged unit or 
appears in a leafle tor Ic e ich ac oropanies the package: 

This radioactive rate! may be received, acquired, 
possessed and us_ý_ by physicians, veteo in the 
practice of vete r.a y a d- cne, nical laboratones or hospitals and 
only for in vitro clinical or laboratory tests not involving internal or 
exernali administration of the materia or the radiation therefrom, to 
human beings or ainimals. its receipt, acquisrtion possession, use, 
and transfer a et io e ultions and a iernere. license of 
the U.S. Nucearg e t sa o, f ts w hch 
the Commission has entered into an agrerement for the extercise of 
regulatory autho_ iy.  

..- NA.k F .ANUiA . E.--r

(e). The registrant possess l:g or using bcypioduc t aterial 
under the general licensewof pa aqrph (a) of this sen shall 
report in writing to the 1i ct 
Safeguards any cha si h i, 1. 1 bu n y :in 
NRC FT 24'c R on CeIc K to esting with 
Bypo d'( ,a ,repoo:shallbe, 
furnish I 0days t a of such changeo 

(f, Any person using ýyirOactnmtei uursuant ,o-the 
genera1 )icense of oar g •' eflthis secton is exem- -- from the 
reqireents of 1 19,2,a 2 i c -ter h respectto 
byproduct materiala coverer by that genere1 license; exept that 
such persons using the 'ock todine 125 described in paragraoh 
(a)(7) of this section shall comrnly with the provisions of §20.301, 
20.402, and 20.403 of th chapter.

-.. NOTES

SA State to which c trail regulatory authority over radioactive material has been transferred 274 of the Atomic Energy Act of 1954, as amended. ,p pusant to section

2 Matenal generally licensed underthis section priorto January 19, 1975, may bdar labels authorized bythe rogulatons in effect on 
January 1, 1975.  

3 A new triplicate set of this Registration Certifil&te, NRC Form 483, may be used to report any change of information furnished by a 
registrant as required by §31.11(e).  

If largerquantiffies or othlerf6rms of byproduct material than thoie specified in the general license, of 10 C5R 31.11 are r'quired, file 
NRC Form 313, "Application for Byproduct Material License," to obtain a specific byproduct material license Copies of application and 
registration forms may be obtained from the Medical, Academic and commercial Use Safety Branch (0-6 H3), Division of Industrial and 
-Medical Nuclear Safety, United States Nuclear Regulatory Commission, Washington, DC 20555-0001.


