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REGISTRATION CERTIFICATE -- in vitro TESTING -

WITHBYP RODUCTM RIL UNDER.
GENERAL LICENSE

q := .-- '5 e-9 ; ,_ ,**>,

- APPROVED BY ONB: NO. 3150-0031
EXPIRES 34146

.BUEMER RE6 PONE -TO COMF THIS

NFORMATION COLLECTION REQUEST. 7 MINUTES. LIDATED
REGISTRATION, IS, MANDATORY .AND. .SEVES. AS . CE,.T
SUPPUERS OF BYPRODUCT MATERUA THAT THE REGISTRANT IS
ENTITLED TO RECEIVE THE EBYPROOUCT MATERIAL'»:FORWA41D
COMMENTS REGARDING BURDEN ESTSAATE TO THE INFORMATION
AND RECORDS MANAGEMENT,.BRANCH MMB7714), U.S..NUCLEAR
REGULATORY COmMISSION, WASHINGTON, DC 20556- 0001, AND TO
THE ; PAPERWORK REDUCTINPRO. CT (3150-02fr OFFICE OF
MANAGEMENT AND BUDGET, WASH"WTOI&DC.205CS..

Section 31.11 of 10 CF31establish boratoe hospitals'and eraisin the practice of

eternar medicine' to possess certain small quaMities'of bccr aterr for k'ii c ical or labOratory tests not invov e internal or external

administration of the byproduct maderial or the radiation therefrom to humiaings or animals: Possession oftbyproduct material under 10 CFR 31.11 is not

authorized until the physician, clinical laboratory, hs'pitai, 6r a n in the prtice of veterary medicine, has' fiedi NRC Formrn83 and received from the

Commission a validated copy of NRC Form 483 with aeis nut ier.

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

I hereby apply for a registration number pursuant to 10 CFR 31, Section

FowlerV Osteopathic ClinicP 31 1, for'useofbyproductmaterialsfor ' '

1U107 llest Third Street - A. Myself, a duly licensed physician authorized to disperse drugs in
-the practice of medicine.-,.

-- _ Fowler ,.BI.:. 4.8835 .. .The above-named clinical laboratory.

TELEPHONE NUMBER (ndude Arw Code) -c The above named hospital:'

(517) 593-2525 Veterinarian In the _ractice of veterinary medicine.

3. INSTRUCTIONS: . . REGISTRATION

A. Submit this form in duplicate to: . REGISTRATION NUMBER:

Medical, Academic and Commercial Use ---- . -6909
Safety Branch a) F5 , , ,-rREe
- iiinof Industrial and Medical Nuclear Safety

Office of Nuclear Mateial Safety and Safeguards F(4 EU 2.4lUCLEAR REGULATOR>'COtISSIQ

U.S. Nuclear Regulatory Commission - . ..

Washington, DC .20555-0001 .- . . , - -. , .>

(At NRC. a registration number will be assigned and a valiat copy
of NRC Form 483 will be returned.) - (j* ' - -

B. In the box above, print ortypethe name, address (includingZIP L Carolyn 'oyle- October 26, 1994
Code), and telephone number of the registrant physician, clini (if this an kiMal rabon, leave this space blank - number to be -

laboratory, hospital, or veterinarian in the practice of vetedriny assgedby NRC. If this is a change of infonrmabon from-a previously

medicine for whom or for which this registration form is fib-d. rejZstewedgeneralicense, include your reis&aon number.)

S. If place of useIsdifferent from address listed above, give complete address: / .. 2. - ..-

; R -- -. :, - -: - S. CERTIFICAT1ON - "---- -. - -

it

I hereby certify that:

-A. All information in this registration certificate is true and oomet- .- -. . = ; - '

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 persorel coinpetent 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 informatioin furnished by a registrant on this registration certificate be

reported to the Director of Nuclear Material Safety and Safeguards wvln 30 days from the effecte 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 rOs as to al byproduct material which he receives, acquires, possesses, uses,

- or transfers under the generai license for whih this'Registitoin Certifiicte-is fted wth the U.S.6Nuclear Regulatory cCormission.
INTE ORTYPE NA E A D TI LE F A PLIC NT IGNA URE OF PPLI ANTDAT

i 11

5�-

m

II

:i �%

I__ -

IZ. -

I

RVNEDO YPDNAEAD -L OF APLICAN SGAUEFPICA DT

XRNI FALSE STATEMENTS.,IN THIS -CERTIFICATE IAY BE SUBJECT TO CIVIL AND/OR CRIMINAL

-NALTIES. NiRC REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND

ACCURATE IN ALLWMATERIALIRESPECTS.>-18 U.S.C .SECTION 1001 MAKES IT:A CRIMINAL OFFENSEJTO

MAKE AWILLFULLY FALSE STATEMENTOR REPRESENTATION TO ANY DEPARTMENT OR AGENCY OF THE

I UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION. - -: ,i ' -.- :-

NRC FORM A4I3 (3-3)
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§31.11 General licensef
vitro clinical or laboratory 1

(a) A general license is
in the practice of veterinar
receive, acquire, possess, tra
tests, in accordance with tI
and (fM of this section, thi
aged units:

(1) lodine-125, in units
in in vitro clinical or labors
administration of byprodu
human beings or animals.

(2) lodlne-131, in units
In in vitro clinical or labdrz
administration of .byprodi
to human beings or animals.

(3) Carbon-14, in units
in in vitro clinical or labora
administration of byprodt
to human beings or animals.

(4) Hydrogen 3 (tritiur
each for use in in vitro cilni
or external administration
therefrom, to human beings

(5) Iron 59, in units not
vitro clinical or laboratorn
administration of byproduc
human beings or animals.

(6) Selenium-75, in unit
in in vitro clinical or laborai
administration of byprodu
to human beings or animals.

1 (7) Mock lodine-125 rel
exceeding 0.05 microcurie
americium-241 each for use
involving internal or externa
the radiation therefrom, to h

(b) A person shall not,
byproduct material under tf
(a) of this section unless that

(1) Has filed NRC Forn
Testing with Byproduct Ma
Director of Nuclear Materi
Regulatory Commission, Wa

-* the Commission a validated
number assigned; or

(2) Has a license that a
material that was issued unde

(c)' A person who receiv
material pursuant to the geni
this section shall comply with

(1) The general licensee s
to the general license in para
tion of storage or use, a ts

CONDITIONS AND ULMITATIONS OF GENERAL UCENSE 10 CFR 31.11

or use of byproduct materials fo, certain in selns75, ufor n 59 in e- of 2X :scm -e.
testing. - - : The go- licensee shaill stshe r bvpsrod

ul., in the on W shil ing onier or in a c ir p-no.
hereby Issued to any physician, veterinarian equiaet r a p tion.
y medicine; clinical laboratory or hospital to (3) The go wal lir ene shall use the byproduct n oterl only Or
insfer, or use, for any of the following stated the uses authoried by paragraph (a) of this section
ie provisions of paragraphs (b), (c), (d), (e). (4) The genral licensee shall riot transfer the byprodict mateial ;

following byproduct materials in prepack- except by transfer to a person authorized to receive it by a lic
pursuant to this chapter or. from an Agreement Statel nor transer the

not exceeding 1Q microcuries each for use byproduct material in any manner other than in the unopened, labeled
itory tests not involving internal or external shping contanr as received from the supplier.
ct material, or the radiation therefrom, to (5) The goneral licensee shall dispose of the Mock lodine-125'

reference or calikration sources described in Paragraph (a)(7) of this
not exceeding 10 microcuries each for use-,. section as required by § 20.3a1 of this chapter

itory- tests not involving internal or external (d) The general licensee shall not receive, acquire, possess or use
ict. material,, or. the radiation. therefrom, byproduct material pursuant to paragraph (a) of this section

(1) Except as prepackaged units which are Labeled in accordancenot exceeding 10 microcuries each for use with the provisions of a specific licens issued under the p sns of
itory tests not involving internal or external.* § 32.71 of this chapter or in accordance with ihe provisions of a -
ict material,- or the radiation therefrom, I specific license issued by ari Agreeement State thataithorize manufac-

ture and distribution of iodine.125, iodine-131, carbon-14, hydrogen-3n);, in units not exceeding 50 microcuries (tritium). seenkun-75, iron-59 or Moc lxdine-125 for distrmution to
cal or laboratory tests not involving internal. _ persons generally licensed by the Agreement State.
of' byproduct material, or the radiation ' (2) Unless the following statement, or a substantially senilar

or animals. statement which contains the information called for in the followingexceeding 20 microcuries each for use in in . statement, appears on a label affixed to each prepackaged unit or
V tests not involving internal' or external appears in a leaflet or broihure whicr p2 the pacage-2

Ct material, or the radiation therefrom, to This radioactive material may be received, acquired passe, and
used only by physicians, veterinarians in the practice of veterinary

s not exceeding 10 mlcrocuries each for use medicine, clinical laboratories or hospitals and only for in vitro dinicr
tory tests not involving Internal or external or laboratory tests not involving internal or external acRinistation
ct material, or the radiation therefrom, the material or the radiation therefrom, to human beings or animak ,

Its receist. acquisition, possession, use, and transfer are subject to the
Ference or calibration sources, in' units not regulations and a general license of the U.S. Nude.. Regulatory Come-
of iodine-129 and 0.005 microcurie- of mission or of a State with which the Commission has entered into an
in in vitro clinical or laboratory tests not agreenent for the exercise of regulatory authority.

I administration of byproduct material, or i
uman beings or animals.
receive, acquire; possess, use or transfer '_'__' _'_':_'_' _ __'
he general license established by paragraph
person:

ri 483, "Registration Certificate-In Vitro
iterial Under General License," with the
al Safety and Safeguards, U.S. Nuclear
shington, D.C. 20555, and received from
copy of NRC Form 483 with registration

authorizes the medical use of byproduct
r Part 35 of this chapter.
'es, acquires, possesses or uses byproduct
eral license established by paragraph (a) of
l the following:
shall not possess at any one time, pursuant
graph (a) of this section,at any one loca-
otal amount of iodine 125, iodine 131,

Name of manufacturer -

(e) The registrant possessing or using byproduct matenials under the
general license of panigraph (a) of this sect ion shall report in writing to
the Director of Nuclear Material Safety and Safeguards aty changes
in the information furnished by him in the "Registration Certifictn
Vitro Testing with Byproduct Material Under General License." NRC
Form 483. The report shall be furnished within 30 days after the
effective date of such change 3

(f) Any person using byproduct material pursuant to the general
license of paragraph (a) of this section is exempt from the requireents
of Parts 19, 20 and 21 of this chapter with respect to byproduct
materials covered by that general license. except that such persons
using the Mock lodine-125 described in paragraph (a)(7) of this section
shall comply with the previsions of § 20.301. 20.402 and 20.403 of
thischapter. . , - {

NOTES

IA State to which certain regulatory authority over radioactive material has been transfered by formal agreement, pursuant towsction 274 of theAtomic Energy Act of.1954, as amended.
2Material generally licensed, under this section prior to January 19, 1975 may bear labels authorized by the regulations in effect on January 1.1975.

; 3A new triplicate set of this Registration Certificate, NRC Form 483, may be used to report any change of information fwnihed by aas required by § 31.1 1 (e).
If larger quantities or other forms of byproduct material than those specified in the geral license of 10 CFR 31.1 are requiredan"Appica

tori for Byproduct Material License," NRC Forin 313 should be filed to obtain a specific byproduct material license. Copies of picon and,
registration forms may be obtained from the Medical, Academic and Commercial Use Safety Branch (6H3), Division of Industrial anid Al afir Nucde-Safety, United States Nuclear Regulatory Commission, Washington, DC 20555. . - -..


