e December 3, 1999

N

O.L. Matthews, M.D.
3800 Woodward, Suite 1022
Detroit, Ml 48201

 Dear Dr. Matthews: (

. This letter verifies the receipt of the completed NRC Form 483. 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 9179. 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
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WITH BYPRODUCT MATERIAL UNDER Ry o W B s 000y, oo e
GENERAL LICENSE Papervork Reducion Prfect G1600058), Offce o Maragement end

person is not required (o respond to, a collection of information unless it

disptays & currently valid OMB control number.

Section 31.1% of 10 CFR 31 establishes a genera! license authorizing physicians, clinical laboratories, hospials, 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 Intemal 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 physiclan, clinical laboratory, hospital, or veteriarian in the practice of veterinary medicine has filed NRC Form 483 and received from the
Commisslon & validated copy of NRC Form 483 with a registration number.

NRC FORM 483 _ U. S. NUCLEAR REGULATORY COMMISSION | APPROVED BY OMB: NO. 3150-0038 EXPIRES: 63089]

31.11, for use of byproduct materials for: -

1. NAME AND DRE S OF APPLICANT ee Instruction 3.B. below) v 2. APPLICATION (Check one bax only)
O.L I hereby apply for a registration number pursuant to 10 CFR 31, Section
: 3 00 3' wa / -

JPM ve -
. ' . Myselfadtﬂyicensedphys!danaumoﬂzedhdispersedrugsln
E" "} < 1022 , / the practice of medicine.
et NI Ygzo ‘ B. The above-named clinical laboratory.
TELEPHONE BER anclwehu Code) - C. The above named hospital. -
1 ( 3 { 3 ? Ci D. Veterinarian in the practice of veterinary medicine.
3. INSTRUCTIONS: : - 4. REGISTRATION
A- Submit this form in dupficate to: ' REGISTRATION NUMBER:
 Medical, Academic and Commercial Use , e 179 .
Safety Branch (T-8 F5) U, o, n
Division of Industrial and Medical Nuclear Safety S .,FnR TTJI:\ U.2. NICLEAR ?meﬁ TORY
. Office of Nuclear Material Safety and Safeguards . 2 7« O TSSTON
.- U.S. Nuclear Regutatory Commission L < :
®

Washington DC 20555-0001 c &

- (ALNRC, areglstrabonnwnbervdllbeassigmdandavaﬂdatedcopy e k. -
of NRC Form 483 wil be retumed.) *x _
12/ 3 /00

B. Inthe box above, print or type the name, address (including ZIP Traci Kine , , :
Code), and telephone number of the registrant physiclan, clinical (i this an Inltial registration, leave this space blank — number to be
laboratory, hospital, or veterinarian in the practice of veterinary - assigned by NRC. If this is a change of information from & previously
" medicine for whom or for which this registration form is filed. - registered genera! fcense, include your registration number.)

§. If place of use is different from address sted above, give complete address:

6. CERTIFICA'I'ION .
] hereby cemfy that :
" A. Altinformation inmisregrstraboneerhﬂcatelstmeandoomplete -

‘B, ThereglstranthasappmpnateradlatxonmaswmhstmntshawﬁhehﬁsfwwﬂchwaudMeﬂdMﬂbemedmﬂermegewal
license of 10 CFR 31.11. ThetestswmbeperfwmdmlybypersauwlcunpetthheuseefhehshumentsandhheMndhngofhe

. byproduct materials. - . . . ; ,a:"
C. | understand that Commission regulationsreqtirelhatanydangemmeh{ormaﬂonfunﬂsrnedbyaregistantonwstegish'aﬁoneerhfm{e‘be
repoﬂedtotheDirectoromelearMaterlalSafetyandSafeguardthh!nSOdaysmnmeeffecﬂvedateofsuehdmange R
D . | have read and understand the provisions of Section 31.11 of NRC regulations 10 CFR 31 (repﬁntedmmeleverses!deoﬂhisf ) andl
" - understand that the registrant is required to comply with those provisions as to all byproduct material which he receives, acquires, , 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 lG UR (7PPUCANT . | DATE 7

ANY MATTER WITHIN ITS JURISDICTION. SRS
NRC FORM 453 (6:96) A ‘ 3 1,,_
’ n::e:smmrs COPY™ -
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WARNING " FALSE ST. ATEMENTS IN THIS CERTIFICATE MAY BE SUBJECT TO CIVIL ﬁ\IDIOR TCRIMINAL |
PENALTIES. NRC REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLET E ANDACCURATEIN |-~
ALL 'MATERIAL RESPECTS. - 18 U.S.C. SECTION 1001 MAKES 1T A CRIMINAL OFFENSE-sT (c} MAKE A WILLFULLY
FALSE STATEMENT OR REPRESENTATION TO ANY DEPART MENT OR AGENCYO‘ -THE UNITED STATES AS TO ]
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§ 311 1 “General, ncense for use of byproduct matenais for certaln_ m

vxzracnnicalor !aboratorv te:ting., R TS L
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Sa) A genera! ﬂcense is hereby tssued to any phvslman, veterinarian
Tinthe, practice of veterinary medicine, clinical laboratorv or haspltal to

' recelve; acquire, possess, transfer, or-use; for any of the fonowmg stated

_. tasts, in accordance with'the prowsxons of paragraphs (b); {c}, (d}, {e), _
-.and :{f} of thig, section, the following byproduct matertals in prepack-
? aged unlts« 13 g e .
Sy An lpdine-125 in uniu not exceeding 10 microcuries aach for use .
;. in.inyitro clinical or; ieboratorv tests not, Involvlng ;nternal or external-.ﬁ. .
i administration of byproduct material, or the radiation therefrom, ta

. humanbelngsoranimals. . . e

* __12) lodine-131.In units nat exceedmg 10 microcunes each for use

T rdn m—vnro clmgcal on laboratory tssts not _involving mternal or external

: administration of byproduct’ material, or. the radaanon therefrom, :
" “vo human beings or anima!r T mm s :
) {3} ‘Carbon-14, in’ dnits not exceedlng 10 mitrocuries each for ugg .
o _jn_vitro clinical or laboratory tests not involving mternal or extemat E

: administration of byproduct material, oF. tha rad!atscm the from, !

! "to human beings or animals. . . . -
T T [4Y Hydregen 3TERitigm), il umts hot exceeding 50 mccrOcuries =

+ sach for use in in vitro clinical or !aboratory teats not lnvolvinglnternal ST
-.or’-external .administration of ‘byproduct ‘material, or-the.radiation. - ;
therafrom, t0, human beings or animals.

(5} lron 59, in units not exceeding 20 microcuries each foruse inin
vitro clinical or laboratory tests not invaiving internal or external |
administration of byproduct material, or the- radianon therefrom, to :
human beings or animals,

{6} Selenium-75, in units not exceeding 10 m»crocur!es each for use
in in vitro clinlcal or labaratary tests not involving internat or exrernal !
administration of byproduct material, or the radumon therefrom
to human beings or animals, oo

{7} Mock lodine-125 refererice or_calibration sources in units not .
axceeding 0.05 microcurie of iodine-128 and 0.005 mlcrocune of ,,
americlum-241 each for use in in vitro clinical or laboratory tests not =~
involving internal of external administration of byproduct matenal or ’
the radlatron therefrom to human baings o anlmals. ,; ol
: (b) A person shall “hot recewa Cacqiiire, possess, use or :ransrer f
o bvproduct material under the general lrcense estabnshed by paragraph
{a} of this section unless that person:

H {1) Has filed NRC 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 . _
_ Regulatory Commission, Washingtan, D.C. 20656, and received from -
the Commission a “validated copy of NRC Form 483 with registration
number assigned; or
: {2) Has a licenss that authorizes the medical use of byproduct
: ,,matenai 1hat was Issued under Part 35 of this chapter g
: (c) A person who' recalves, acqu!res possesses or uses byproduct
v mater!al pursuant to the general licénse established’ bv paragraph (a) of -
this saction shaill comply with the following:

(1L.Tha general ficensee shall not possess at any ons time, pursuant
“%o the genieral licénse In paragraph (a) "'f this sec’uun ‘at any one!oca
tion of storage or use, a total amount of iodine 128, lodine 131,

sl B4 Ry ‘x'r
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. except by transfer to a person authorized ta recejve it. by a license

:'m_'_ Imanse of paragraph (sl pf th:s seclion is exempom;n the requ;rements :
* ‘of Parts 19, 20° and 21 ‘of this ‘chapter” with respec

e e - - - - - -- PR

CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

. selemum-75 and/or iron 59 in excess of 200 microcuries,

{2)i The general ‘ticensee shall 'store thé byproduct material, until -
used, in the originel shipping, conmner -or in a contamer providing
équivalent’radiation protection,~ < ~° © " = T

{3) The gendral licensee shall use the bvproduct matena! only for
the uses authorized by paragraph (a) of this section,

{4) The genera! licensee shall not transfer the byproduct material

. pursuant to this chaptar or from an Agreemeqt Statc ! nor xransfer the

. bvproduct material in any manner “other tharun thu unopaned Iabeled

- shipping comainer as received fmm the suppner b i e

. - (8). The .ganeral licensee, shall- dispose of the . Mock Jodlne-125
.. reference or calmratlon sources descnbed in paragraph (a)(?) of rhrs
section as required by § 20,307 of this chaptar. s

(d} The general licensee shatl not recelve,’ acquure possass. or usa
byproduct material pursuant to paragraph 1a) of this sectuon )

(1) Except a¥ prepackaged units-which are labeled in aocordance
with the provisions of a specific license Issued under the provisions of
§ 32.71 of this chapter_or_in sccordance with the provisions of a
specific ficense issued by an Agreement State théat authorizes maniifac. -
“ture and distribution of iodine-125, iodine 131, carbon-14; fydrogen-3
{tritium), selenium-75, iron—59 or Mock Iodlne—1 25 for dtstrrbutmn to
persons generally ficensed by the Agreement-State,” ~ ~ -

{2) Unless the following statement, or a substantia"y snmslar i
statement which contains the information called for in the following
statement, appears on a label affixed to each prepackaged unit or.
appears in a leaflet of brochure Which accompshies the package:2 :

This radioactive material may be recelved, acquited, possessed, and -
used only by physicians, ‘veterinarians in the practicéd of veterlnary
medicine, clinical faboratoriés or hospitals and only for in vitro clinical
or laboratory tests not involving internal or external ddministration of °
the material or the radiation therefrom, to” human beings o¥ animals, ;
its receipt, acquisition, possession, use, and transfer are subject to the §
regufaﬁor‘ns and a general licensé of thei U8, Nuclear Regulatdry Com- -
mission ar of a State with which thé Comimission has emsred into an
agreement for the exercise of regulatory authority.
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(e) The regxstrant possessmg or uslng byproduct materlals under the
general license of paragraph {a) of this section shall report in writing to :
.the Director of Nuclear Material Safety, and Safeguards any changes
n: thl! information furnished by him In the “Registration Certificate—~In 7

“Vitro Testing with Byproduct Material Under Genera) Licen}e." NRG ;

Form 483, The report shall be‘furmshed wtthm 30 dgvs after tha;
effective date of such change 3 i
(f) Any person using byproduct materlal Jpursuant to the general

o

H

materials covered by that general license, except ‘that such persons .

.. using the Mock lodine-125 described in paragraph (a)(7} of this section

* shall camply with the prowsions of § 20, 301 }20 402 and"20 403 of 3
this chapter. '

M
oy

Atomie¢ Energy Actof 1 954, as amended.

2Material generally licensed under this section prlor to Januarv 19,.1975 may bear I&els authonzed by the regulatlons In effet:t on January 1,

+ 1915, Cod

""3A new tripilcats set of““‘hss Regxstratnon Cerﬁficate NRC Form 483 may ba used to report any change o? lnformation'

= as-requwea by a3t BRI ST =
't 1T larger qiantitips or, other farmsg of by}:roduct materlgf than those speci

1 ) . ) NOTES . N, [
P -1 A—Stateto whi r{ certakr regu}ator\r authorny over radmacﬂvc matervaf has been transferred by formal agreemenv pursuant to sectrorrzu of 'rh
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'fied‘ if the §eneral ticense of“ 10:.CFR 31.11. ate’ required an® Abb’lkm 3

tlon for. Byproduct. Materlal- Licenss,”’ -‘NRC Form.313 shouid be filed to obtein a specrnc byproduct material-license, .Copies of application and 5
reglstratnon forms may be obtamed fmm the Medkal Academic and_CommercjaI l}se Safetv Branch (SHSS lesion of Industrial and’ Medicat l\fuc]ear
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