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NRC FORM 483 u. S NUCLEAR REGULATORY COMMISSION APPROVED BY OMB NO. 3150-0038 EXPIRES' 6-30-89
996, ‘ i
¢ ) : - W Estimated burden per response to comply with thIs mandatory information

collection request 7 minutes. The validated registration serves as evidence

REGISTRATION CERTIFICATE - in vitro TESTING B o e o veoriog bovsen sstmats 1 e

7l Information and Records Management Branch (T-6 F33), U.S. Nuclear

WITH BYPRODUCT MATERIAL UNDER o Regulatory Commission, Washington, DC  20555-0001, and to the
T ’ Paperwork - Reduction” Project (3150-0038), Office of Management and

GENERAL LICENSE SN vrier e - N Budget, Washmgton DC 20503, - NRC may not conduct or sponsor, and a

..~ person is not required to respond to,- a collection of Informahon unless it
-§ displays a currently valid OMB controt number. ..* - .

‘| section 31. 1 of 10 CFR 31 estabIIshes a general Ticense - authonzmg physIc:Ians “Clinical’ Iaboratones hospItaIs and véterinarians” in'the’ practIce 1
: vetennary ‘medicine to possess certaIn small quantities of byproduct material for in ‘vitro ‘clinical or laboratory tests not InvoIVIng the internal ‘6r external

administration of the byproduct miaterial or the radiation therefrom to human beings or animals_: Possession of byproduict material under 10 CFR31.11 is not
authorized until the physn:Ian ‘clinical faboratory, hospItaI of vetenanan inthe practIce of vetennary medIcme has f Ied NRC Form 483 and recered from the
CommIssIon a vaIIdated copy of NRC Form 483 wrth a regIstratIon number e

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

‘ P . Stratton , M. D . o - l3:Tezebfy)ral?:ewozogy:rﬁz:mnr;gr;:er pursuant to 10 CFR 31 Section
242 1 Monroe ' Su ite- A - o L . e | A Myself, a duly licensed physician authorized to dispérsé drugs in
' o . the practice of medicine. )
: Dearborn T MI 48195 LT - “ ) B. The above-named clinical laboratory. .
TELEPHONE NUMBER (IncludeArea Code) . . v Rl f C. The above 'n'amed‘ho'spital. R A
(313) 562-912 8 R D. ‘Veterinarian in the practice of veterinary medicine. -
-}3. INSTRUCTIONS: & - T o _ 4, REGISTRATION

A SumetthIsform InduplIcateto - el e e . B . ) REGISTRATION NUMBER:

. MedIcaI AcademIc and Commerr:Ial Use

.- Safety Branch (T-8 F5) - o 8954
-;DIVISIOI'I of Industrial and MedIcal Nuclear Safety B
FOR,THE US NWUCLEAR - ° =

. Office of Nuclear Matenal Safety and Safeguards
.- U.S. Nuciear Regulatory. Commission . i

o s RE (:ULA'IQ’ 4 C
WashIngton DC 20555—0001

C‘Zi SSION. .

S ';_ :(At NRC a regIstratIon number will be assIgned and'a vaIIdated copy
. ,._'ofNRC Form 483WIII beretumed) ; S

- B.In the box above pnnt ortype the name address (Includlng ZIP o

- Code), and telephone number of the registrant physician, clinical - - (If this an ’"’“a’ ’99’5"300" ’95 i”'"s spacs blarik — number ‘° be .
laboratory, hospital, or veterinarian in the practice of veterinary_ - assigned by NRC. "¥f this) sa ‘ch nge of information from a previously .
_ medicine for whom or for which this registration form is filéd. registered general IIéense inclide'your ‘régistration number ) .
5. If place of useis dIfferent from address listed above, give complete address: . Y o
D R AR A C e sy T e
LR I I A O B - L

-+6. CERTIFICATION

' IherebycertIfythat : ' - o AN it e e

' A.‘ All InformatIon In thIs regIstratIon certIt' cate is true and compIete »

B jThe regIstrant has appropnate radIatIon masurlng Instruments to carry out the tesis for thch byproduct matenal WIII 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 handIIng of the

~ byproduct matenals S . S 2

2

E

reported to the DIrector of Nuclear Material Safety and Safeguards within 30 days from the effectrve date of such change

" understand that the registrant is required to comply with those’ provisions as to all byproduct material which he receives, acquires, possesses ‘uses,
of transfers under the general license for which this RegIstratIon CertIﬁcate Is filed with the U.S. Nuclear Regulatory Commission.

C l understand that CommIssIon regulatIons require that any change in the InformatIon fumIshed by a regnstrant on this regIstratIon certIf cate be '

D | have read and understand the prOVISIons of SectIon 3 A1 ypf NRC regulations 10 CFR 31 (repnnted on the reverse sIde of thIs form) and 1

PRINTED OR TYPED NAME AND TITLE OF APPLICANT ol SIGNAT/URE . R DATE S

OF APP T
Peﬁ-berK Stratton, M D. ; e

19225297

WARNING v~

FALSE STATEMENT OR REPRESENTATION TOANY. DEPARTMENT OR AGENCY OF. THE UNITED STATES AS TO
ANY MATTER WITHIN TS JURISDICTION. - E 2

; ’FALSE STATEMENTS N THIS CERTIFICATE MAY BE SUBJECT TO ‘CIVIL AND/OR CRIMINAL_ e
‘ PENALTIES 'NRC REGULATIONS REQUIRE THAT. SUBMISSIONS TO THE NRC BE COMPLETE AND ACCURATE IN
: ALL MATERIAL RESPECTS. 18 U.S.C. SECTION 1001 MAKES TA CRIMINAL OFFENSE TO. MAKE A VVILLFULLY

NRC FORM 483 (6-96)




. —
CONDlTlO‘\lS AND LlMlTATlONS OF GENERAL LICENSE 10 CFR 31.11
§ 31.11 General license for use of byproduct materials for certain in selenium-75, and/for iron 59 in excess of 200 microcuries, N
vrtro clinlcal or laboratory testlng , . - {2} The genera! licensee shail store the byproduct matérlal, unti
- used, in the original shipping container or in 3 container providing.
{a) A general lrccnse is hereby issued to any physician, veterinarian equivalent radiation protection,
in the practice of veterinary medicine, clinical laboratory or haspital to (3) The general licensee shall use the byproduct material only for
receive, acquire, possess, transfer, or use, for any of the following stated the uses authorized by paragraph {a)} of this section.
tests, in accordance with the provisions of paragraphs (b}, {c}, {d}, {e], {4) The general licensee shall not transfer the byproduct material
and (f) of this section, the following byproduct materials in prepack- except by transfer to a person suthorized to recaive it by a license
aged units: pursuant to this chapter or. from an Agreemént State,‘ nor transfer the
{1} lodine-125, in units not exceeding 10 microcuries each foruse . byproduct material in any manner other than in the unopened, labeled
in in vitro clinical or laboratoryvtests not lnvolvlng internal or external ' _shipping cantainer as received from the supplier,
administration of byproduct material, or the radiatlo"n therefrom, ta {B) The general licensee shall dispose of the Mock lodine-125
human beings or animals. .. - : reference or calibration sources described in paragraph (a){7) of this
{2} fodine-131, in units not exceedmg 10 mrcroounes each for use ~  section as required by § 20.301 of this chapter,
in in vitro clinical or laboratory tests not mvolvmq internal or external ' (d} The general licensee shall not recelve, acquire, possess, or use
administration of byproduct material, or the radiation .therefrom, byproduct material pursuant to paragraph (a) of this section: |
to human beings or animals. B e '; S (1) Except as prepackaged units which are labeled in accordance
{3) Carbon-14, In units not exceeding 10 microcuries each for use with- the provisions of a specific license issued Under the provisions of
In in vitro clinical or laboratory tests not involving internal or external § 32.71 of this chapter or in sccordance with the provisions of a
administration of byproduct marerlal or the radiation therefrom, ) specific license issued by an Agreement State that authorizes manufac- )
to human beings or animals, T .77 4 wwre and distribution of jodine-125, jodine-131, carbon- 14, hydrogen-3
{4)" Hydrogen 3 {trititrm), in units not exceeding 50 microcuries {tritium), selenium-75, iron-59 or Mock todine-125 for drstrsbutxon to
each for use in in vitro ¢linical or laboratory tests not involving internal persons generally licensed by the Agreement State,:. o
or- external administration. of byproduct materisl,- or the radiation {2) Unless the following statement, or a substantially similar
therefrom, to human beings or animals, . . statement which contains the information called for in the following
{5) lron 59, in units not exceeding 20 microcuries each for use in in statement, appears on a lshel affixed to each prepackaged unit or
vitro clinical or laboratory tests not involving internal or external appears in a leaflet or brochure which accompanies the package:?
adminijstration of byproduct matenal or the radxatlon therefrom, to | This radioactive material may be received, acquired, possessed, and
human beings or 2nimals, . ’ used only by physicians, veterinarians in the practice of veterinary
(6} Selenium-75, in units not exceedmg 10 mlcrocunes each for use medicine, clinical labaratories or hospitals and only for in vitro clinical
in in vitro clinical or laboratary tests not mvolvmg internal or external . - or laboratory tests nat involving internal or external administration of
© administration of byproduct material, or the radiation therefrom' the material or the radiation therefrom, to human beings or animals. ;
to human beings or animals. - lts receipt, acquisition, possessian, use, and transfer are subject ta the
{7} Mock lodine-125 reference or calsbranon sources in units not regulations and a general license of thé U,S, Nuclear Regulatory Com-
exceeding 0.05 microcurie. of lodine- 128 and 0.005  microcurie of ' mission ar of a State with which the Commission has entered into an

: amerlcrum~241 each for use in in vitro clinical or laboratory tests not

agreement for the exercise of regulatory authority.
invaiving internal or external admlmstratlon of byproduct matenal or TR S T E
the radiation therefram, to human bemgs or anlmals. . .
{b) A person shall not receive, acquire, pocsess use ‘or zransfer' : . o : :
byproduct material under the general license estabhshed by pardgraph .o ' - Name of manufacturer ¢

{a} of this section unless that person:

)

{1) Has filed NRC Form 483, “Regrstratlon Certificate—In Vitro (e} The regist"ronr oosvs‘ess‘ing or using Eyproduc{materialé under'{he“

--~1A State to whrcn certain regulatory aurhomy over radxoacrlve matenal has been transferred bv formal agreement; pursuant 1o sectron 274 of the
Atomic Energy Act of 1954, as amended, . i :
*Material generally licensed under thrs scctlon prror to January 19 1975 may bear labels authorrzed by the regufations in effect on January 1,

Testing with Byproduct Material Under General License,” with the general license of paragraph {a) of this section shall report in writing to
Director of Nuclear Material Safety . and. Safeguards,. U.S. Nuclear the Director of Nuclear Material Safety and Safeguards any changes
Regulatory Commission, Washington, D, C 20555, and received from: - "~ -In'the information furnished by.him in the “Registration Centificate~{n
" the Cammission a valldated copy of NRC Form 483 thh regrstrarlon Vitro Testing with Byproduct Material Under General anense " NRC
" number assigned; or Form 483. The report shall be furnished wlthm 20 days after the
{2} Has a llcense that authorizes the medrcal use of byproduc’( .. effective date of such change3 . -
material that was Issued under Part 35 of this chapter . ) ~ . {f} Any person using byproduct materral pursuant to the general
(c) A person who recejves, acqurres, possesses or uses byproduct "7 ficense of paragraph (a} of this section is exempt, from the requrremems .
material pursuant to the general ticense estabhshed by paragraph (a) of ‘\" of Parts 19, 20 and 21 of this chapter with respect to byproduct
« this section shall comply with the following: - " materials covered by that general license, except that such persons
T . (1) .The general licensee shall not possess at any ona time, pursuant, using the Mock lodine-125 described in paragraph (a){7) of this section
. 1o the general license in paragraph (a) of thas section, at any one loca- - shall camply wnh the provlsmns of § 20.301, 20 402 and 20,403 of
; tion of storage ar use, a total amount’ of jodine 125, iodins 131 . this chapter,
(S R »‘_;.<' - vy . T ~ i !:~ 2or . - - e, . e pee e )
* -y " E PR . [ . NOTES SN R - - - . B . B

1975, - 1~
o 3A new tnpllcate set ‘of thxs Reglstratnon Cernficare NRC Form 483 may be used 0 reporx any change of rnformatron furmshed by a regsstrant
25 required by g3t Ale), o 3 g : R e k

At larger quantities or other forms of byproduc: material than those SpElelcd fo' the’ general license of 10 CFR 31. 11 are requrred an “Appllca-

.tlon for Byproduct Material License,”. NRC Form 313 should be filed 19 obtain a sp:-cmc byproduct material license, - Copies. of application and

reglstratron forrns may be obtaxned from the Medlcal Academic and Commercral Use Safety Branch (SHS) leslon of lndustnal and Medlcal Nuclear

‘Safetv, United States Nuclear Regulatory Commlsslon Washmgton DC 20555 R S {' L
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Office Hours By Appointment Only Phone: 562-9128

P.K. STRATTON,M.D.

2421 MONROE
SUITE-A DEARBORN, MICH. 48124



