- February 15, 2000

Motor City Internists

ATTN: Debra Jo Levan, D.O.
11447 Jos. Campau
Hamtramck, Ml 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’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: HATRACNevan.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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1 hereby. apply for a registration number.pursuant to 10,CFR 31,
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" Office of Nuclear Material Safety and Safeguards -
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A. Al information in this registration certificate is frue andegmplete;
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the handling of the. byproduct materials.’
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D. | have read and_understand the provisions of Section 31.17 of,
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i _ istruments 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 cpmp'gtent' in'the use of the instruments and in
C. | understand that Commission regulations requiré that any change in the information furni'shied by @°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

d on the reverse side of this
ct material which he receives,
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UNITED STATES AS TO ANY MATTER WITHIN ITS JURI_SDICTION.

WARNING: FALSE-STATEMENTS.IN THIS CERTIFICATE.MAY. BE SUBJECT TO.:C}.VIL-AND'IOR CRIM!NAL,PENALTIES. N.'RCRE-C-EULATIONS
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-REPRESENTATION.TO ANY DEPARTMENT.OR AGENCY.OF THE
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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,

/s/

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\TRACIwetherall.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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NRCFJIRM 483 U.S. NUCLEAR REGULATORY COMMISSION | APPROVED BY OMB: NO.3150-0038  EXPIRES: 07/31/2002

(7-1999) 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,

Washington, DC 20555-0001, or by internet e-mail to bjsi@nrc.gov, and to
WITH BYPRODUCT MATERIAL U N DER the D:;i Onfﬁcer, Office of Information and Regulatory Affairs, NEOE—:SZOZ
G EN E RAL LIC E N S E (3150-0038), Office of Management and Budget, Washington, DC 20503. If

a means used to impose an information coliection 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)
Car ] I hereby apply for a registration number pursuantto 10 CFR 31,
ViroMed Laboratories, Inc. Section 31.11, for use of byproduct materials for:
s — X T
5101 Blue Circle Drive ) - . ! .
N . oy Myself, a duly licensed physician authorized to disperse drugs in
Minneapolis, MN 55343-9108 = th}eI practice of medicine. P
@ The above-named clinical laboratory.
TELEPHONE NUMBER (Include Area Code): [] The above named hospital.
B800-582~0077 [] Veterinarian in the practice of veterinary medicine.
INSRUCTIONS 4. REGISTRATION
A. Submit this form in duplicate to: \50\'@“ REGUL% REGISTRATION NUMBER:
Materials Safety Branch (T-8 F5) s oy %, 23no
Division of Industrial and Medical Nuclear Safety g P R
Office of Nuclear Material Safety and Safeguards = Srrp I 1T Q. MITTAR DEATT A
U.S. Nuclear Regulatory Commission o g A e e
Washington, DC 20555-0001 %, 3 TORY COMMIESTOM
% <5
(At NRC, a registration number will be assigned and a validated Ty ¥
copy of NRC Form 483 will be returned.) : mﬁ( .y
. o Traci rmk‘e//cd/g,z, -1 5= OO
In the box above, print or type the name, address (including ZIP| "¢ this an initial régistration, le IS Space Bblank — number to
Cpqe), and telephone n umber of the registrant physxc;an, be assigned by NRC. Ifthis 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 | mper)
is filed. s )

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

6. CERTIFICATION
| hereby certify that:

A. Allinformation 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. l 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. | 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 | 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 -~ . A DATE
Meal T. Wetherall, Fh.D. %///// M/ Ve 4 /:45'6 2 000
i - . L

>

WARNING: FALSE STATEMENTS IN THIS CERTIFICATE MAY 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. 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 (7-1999) PRINTED ON RECYCLED PAPER
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commoms AND LIMITATIONS OF GENERAL LICENSE 10.CFR 31.11 F I,

§3§ 11.-General license for use of byprod{zct matenais for certa
: m w{re clinical or laboratory testing,

{a} A gene;ai licenseis hegeby issued to any phys:c an,
veterinarian in the praaﬁzce of vetérinary medicine, clinical kaboratory
or hospital to receive, acquire, possess, wransfer, o1 use, for any of
the following stated tes%s in accordance with the provisions of
paragraphs (b}, {c}, {d}, {e}, and {f) of this section, the foll owmg

: by;}roduet matenals in prepackaged units: . .
{1). jodine-125, in units not excegding 10 microturies esch fsr

use in in vifro chinieal or iabora tory teste notinvolving internal or -

externat administration of byproduct material, or 2he raéta’{;on

therefrom; to himan baings of animals, :
2 fodine- 131, in unils no exceeding 10 microcuries sach for

“use in in-vitro clinicai-or taboratory tests notinvolving internat or-

external administration of byproduct material, or ihe radiation

- therefrom, to human beings or animais. . :
(3} Carbon- 14, in units not exceeding 10 microcuries each for :
_use in in vitro clinical or laboratory tests not involing internal or.

external administration of byprodiict materidl, or the !adsatzon L
therefrom, to human baings or animals. s
{4} Hydrogen 3 {Intumy, in unis not exceeding 50 mxcfocmes

Ceach for use in i vitro clinical or laboratory tests not involving

intarnal or external administration of bypmduct material, or the
radiation therefrom, to human beings of animais,
{5} Iron 58, in Units not exceeding 20 microcuries each for use

in in vitre clinical or labo ratory-tests not involving internal or external

administration of byproduet material, or the radiation therefrom, to
human beings or animals.
{6Y Selenlum-75, in units not exceeding 10 mi crocuries each

for use in in vitro clinical or [aboratory tests not involving internal or

external administration of byproduct matedial, orthe tadiatidfi
therefrom, to human beings or animals,

{7 Mock lodine-125 reference or calibration soufces, n units
not exceeding 0.05 microcurie of ipdine-129 and 0.085 microcusie
of ameticum-~241 each for use in In vitro clinical or laboratory tests

“notinvolving internal or external administration of byproduct
‘fma’{eﬁa or the radizfion thergfrom; to hirman beipgs or animals.

“{b) . A ‘person, shall not receive, acquire, possess use or
‘zransfer byprodtict material undér the general | ficehse established

by paragraph {a) of this section uniess thal person:

(1} Has filed NRC Form 483, "Regisiration: Ceﬁ{ﬁca‘se -in vm'e .
Testng with Byproduct Mat@zﬁaé Under General Li icense,” with the:
Director of Nuclear Material Safely and Safeguards, U S Nuclear
Regulatory Commission, Washington, DC 20855-0001, and
received from the Commission 2 validated copy of NRC Form 483

_weith registration number assigned, or ,
(2} Has 2 license that authiorzes the medical use of byproduct

ma*enai that was fssued under Part 35 of this chapter.

{c} A person who receives, acquires, DOSSESSESs Of Uses
bypradust material pursuant to the genera% license established by
paragraph {a) of s section shall comply with the following:

{1} The genersl licensee shall not possess, 2t any ons 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, salenium-75, andfor Fon 59 in excess of 200
microcuties.

. pmwdmg equwaﬁent radiation p{otecﬁe?

{2} ”"?‘e general icensee shall store the byproduct matenal,
unfl gsed, in the original shipping container or in a container

{3} The general fcensee shall Usell
for the usas authorized by paragraph {z) of ¢ tion

(4} The general icenses shall not ransfer the byproduct
material, sxcept by fransfer (o a person authorzed o recaive by a

“ficense pursuant to this chapter of om an Agreement State, nor
“transfer the byproduct matenial in any manner other than in the

unopensd, labeled shipping: con‘(a ner ag R“Qb‘ft‘d by ¢ §2 301 of
this chiapter, '

{5} The genersl icensae shal di spcse of ‘zhe Meck cdme-fzs
reference or calibration sources descnbed it paragraph’ {a}(?} Of
this section, as raquired by §20.301 of this chapter.

{ch T*ze general | scaﬂsee shall not receive, acquire, possess, of
use byproduct matenal pursuant to daragraph a; ef this section:

(1) Exceptas prapackaged units which are labeled in
accordance with the provisions of a spacific flcense issusd under
the pmvis’ans of 83271 of this sha;}?w orin accordance with the
provisions of a specific ;gcense issued by an f\«{;seen*eni State that
authorizes manufacture and distribution of iodine- 125, iodine-131,
carbon-14, hydrogen-3 {fritum), selenium-75, rm 58 or Mock
{odine~125 for distribution to persons Qem, Ey iicensed by the

“Agreement State.

(2} Unless the following statement, of a ssbstar‘éasiy $imi §ar
statement which containg the information called for in the following

-statement, appears on a label affixed to each prepackaged unit or

appears in a leaflet or broshure which accompanies the package:
This radioactive material may be received, acduired
possessed, and used only by physicians, veiema? ans inthe <
practice of veterinary madicine, clinicat faboratories o hasptta?s and
only for in vitro clinical or laboratory tests not inveling internal or
aexternal administration of the melerial or the radiation therefrom, fo
human beings or animals, s Teceipt, acquisition, ;)c}ssesecm use,
and transfer are subject io the regulations and a general ficense of
the 1.8, Nuclear Regulatory Commission or of a State with which

“the Commission has enterad into an agresment for t?&a exercise of

ragutatory authority.

Safeguards any changes in the in on ;
. NRC %?om* 241, "Registration Certificale - In vilro Testing

NA’\AM{}F BANL ?AC’“Q‘?ER

{e} The zegasiram possessing or using byproduct material
under the genera licenserof paragraph {Q} o‘? é‘w« section s?’;ali
report in wiiting to the Dirsclor of Nugies i@

*m{h
Bymeauc; Material Under General he r&pefﬁ‘ shall be
furnished within 30 days after the sffsctive date of such chahge.

{0 Aﬁy person using é}fsmaaci maternal pursuantto the
general icense of paragraph' {8y of thig section is exept from the -
requirements of Parls 18, 20, and 21 of this oh apter with respect 1o
byproduct materials covered by that genera! §dénss: except that

-5 .such persons using the Mook lodine-128 descr bed in paragraph

{a){7) of this section shaltcomply with the provisions of §206.301,
20. 432f ané .’2{} 403 c»z’ this chapter,

™ NOTES

T A State to which certain regulatory authority over radioactive materia hag been ‘mﬁs@evmu by formal

274 of the Atomic Energy Act of 1954, asamended, - .. -

ST, @msmni te section

? Material generally icensed under this section pr%é{’_tﬁ Ja'iiu‘a:y 18, 1975, {i}ay Béar labels authorized b‘y_'i‘ée regulations In effect an

January 1, 1875

% A few triplicate set of this Regi sifatzan Certificate, NRC Form483, may be used 1o report any change of ;nformahon furnished by a.

registrant as required by §31.1He). .

i iargez’ quantities ¢f other forms of byproduct material than %hose specified in the general licénse of 10 CFR 31,11 are required, fle
NRC Form. 313, "Appilication for Byproduct Matérial {icense,” to obtain a specific byproduct material ficense, Copies of application and
registration forms may be obtained from the Medical, Academic and commercial Use Safely Branch {O-6 ?—ES} BMS fon of §m§as¢ma§ and
Medical Nuclear Safety, United States Nuclear. Rega atory Commtss&on Washmgton DC 20588-0001, -



