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iAT'RESONS - U T0i B -T tOPL.Y WVITH THIS
INFORMATION COLLECTION REQUEST: 7 MINUTES. THE VALIDATED
REGISTRATION S-MANDATORY AND SERVES.AS,.EVIDENCETO
SI.PPLIERS OF BYPRODUCT MATERIAL THAT siiE REGisTRANTIis
ENTITLED TO RECEIVE THE BYPRODUCT MATERIAL' ' FORWARD
COMMENTS REGARDING BURDEN ESTIMATE TO THE INFORMAT1ON
AND RECORDS MANAGEMENT. BRANCH 04BB. 7714), U.S A
REGULATORY OMMISSION, WAsi 'TON. 'DC 20655O00iND TO
THE PAPERWORK REDUCTIMO -PRCE-'fOe)j ICE OF
MANAGEMENT AND BUDGETW4INGTO1, I* 20D0C,

Section 31.11 of-10 CFR'31 e-stabhlshes a genraI lcse at ing physicias, cliia abatoi, spitais,','andvenar ic of
vMterinaiy medicine to possess ceftain small quantties"of bypriduct 'material forA insfo clinical or laboratory tests rot invoin the ' Ior exerna
administration of the byproduct material'or the radiation therefrom toha beings or animals. Possession of byproduct rial underFR 3111 is n
authorzed uiitil the' phystcia, clinical laboratory,'hospitaI, orvetetlarian in the p e oveteterinary medicine1 has filed NRCrn received from the

Commisson a validated copy of NRC Form 483 withr'e ta numb r. ' .

1. NAME AND ADDRESS OF APPLICANT (See lnstucxion 3.B.below) 2. APPLICATION (Check one Wonly)'

INFETIOS DSEAE CLNICL LBORTO herebyaipplfor aregistration number pursuant to 10.CFR 31, Section
INFECTIOUS DISEASE.CLINICAL0LABORATO 51 uefyidctaeilfr

4440 E. 7-MIL RD - P BOX 3442 -~ Myself~adulylicensedphysicianauthorizedtodisperse drugs in

DETROIT 7MI R 48234 I the practice of medicine..

(313) 368-2610 * 41 The above-named clinical laboratory.

TELEPHONE NUMBER £hdu,(deAue Code) C. The above named hospitall .-

D: Veterinarian in the practice of veterinary medicinee

3. INSTRUCTIONS-: .; 4.REGISTRATION
A... Submit this form in dup icate to:. REGISTRATION NUMBER:

Medical. Academic and Commercial Use
Safety Branch (6 H3) - . . ., ,, 0 REGLIq... . 3260

Division of Industrial and Medical Nuclear Safety . --:

Office of Nuclear Material Safety and Safeguards . ,F01 .' iCLEAR REGULATORLY COiŽlISSION .
-U.S. Nuclear Regulatory.Commission -
Washington, DC 20555-0001 ,.

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

B. Inthebox aboveprintortypethenameaddress (KcludingZIP Carolyn oyl . September '1
Code), and telephone number of the registrant physician, clinical (ff this ane hibalrsgisfrafon, leave tis space blank-numberfo be

laboratory, hospital, or veterinarian In the practice of veterinary assigned by NRC. If this is a change of infotrmabin from n prviously
medicine for whom or for which this registration form is fied. regsBred general icense, Include your registrton number.)

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

6. CERTIFICATION
I

I hereby certify that:

A-. A.:M informain in this registration certifictis 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 e,* of et*ai s in "'m ; luYhe
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 al 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 OF APPLICANLY. DATE-I JOSEFINA,. M. FORD` .S..M.T. (ASCP) (6 / - 8-24-95

WARNING: FALSE STATEMENTS. IN THIS- CERTIFICATE MAY BE SUBJECT TO. CIVIL AND/OR CRIMINAL

i ENALTIES. NRC REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND
-CURATE IN ALL MATERIAL RESPECTS. 18 U.S.C. SECTION 1001 MAKES IT A CRIMiN OFF

<AAKE A WILLFULLYFALE STATEMENT. ORREPRESENTATION ,TO ANY DEPARTMENT OR AGENCY OF THE
NITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION. X. , . -:
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CONDITIONS AND UMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§ 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, vaterimtjo
in the practice of veterinary medicine. clinical laboratory or hospial to
receive, am uire, possets, transfer, or use, for any of the following stated
tests, in accordance with the provisions of paragraphs lb), (c), id), Ie),
and (fi of t:li ection, the following byproduct materials in prepack-
aged units: ; .-D

(1) lodine-12%i,4n units not exceeding 10 mcrocures each for Ue
in in vitro i aboratory tests not involving internal orexternal
administration of tJpdact material, or the radiation therefrom, to
human beings orianindW -

(2). lodline-131,:in units not exceeding 10 ricrocuries 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."

13) Carbon-14, in units not exceeding 10 microcuries each for use
in in-vitr-cUnical or.laboratory tests not involving internal or external
administration of byproduct material, or the radiation therefrom,

l to human beings or animals.
(4) Hydrogen 3 (tritium), in units not exceeding 50 microcuries

each for use in in vitro clinical or laboratory tests not involving internal,
or excternal administration of byproduct material, or the radiation
therefrom, to human 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 the radiation therefrom, to
human beings or animals. .; -

(6) Selenium-75, in units not exceeding 10 microcuries 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
americium-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 human beings or animals.

- (b) A person shall not receive, acquire, possess, use or transfer
byproduct material under the general license established by paragraph
(a) of this section unless that person:

(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, Washington, D.C. 20555, and received from
the Commission a validated copy of NRC Form 483 with registration
number assigned; or

(2) Has a license that authorizes the medical use of byproduct
material that was issued under Part 35 of this chapter.

(c) A person who receivespacquires, possesses or uses byproduct
material pursuant to the general license established by paragraph (a) of
this section shall comply with the following:

(1) The general licensee shall not possess at any onetime, pursuant
to the general license in paragraph (a) of this section, at any one loca-
tion of storage or use, a total amount of iodine 125. iodine 131.

,n-75, UUI/r lri 59 in excess of 200 mit rocur6es,
(2) The gmeral licmrae do"5 stres the byproduct material, until

-d. an the do I sahi container or in a container providir
eraueA radind piotnea <ln

(3) The gel ic e shall use the byproduct material only fo;-
the ais iartoridby paragraph (a) of this section.

(4) The gd 1 _ shall not transfer the byproduct material--
except by trIsfeMr to a person authorized to receive it by a license
pursuant to this chapter or from an Agreement State,1 nor transfer the
byproduct ntarial in any manner other than in the unopened, labeled
shiping cwit" as received from the supplier.

(5) The eneral l-ensee shall dispose of the Mock lodine-125
reference or carhivation sources described in paragraph (a)(7) of this
section as required by § 20301 of this chapter.

(d) The general licensee shall not receive,, acquire, possess, or use
byproduct materi pursuant to paragraph (a) of this section:

(1) Except as prepackaged units which are labeled in accordance
with the provisions of a specific license issued under the provisions of
§ 32.71 of this chapter or in accordance with the provisions of a
specific licen isseid by ari Agreement State that'authorizes manufac-
ture and distribution of iodine-125, iodine-131, carbon-14, hydrogen-3
ftritnum), selenium-7i iron-69 or Mock lodine-125 for distribution to
persons generaBly licensed by the Agreement State..

(2) Unless the following statement, or a substantially similar
statement which contains the information called for in the following
statement, appes on a label affixed to each prepackaged unit or
appears in a leaflet or brochure which accompanies the' package:2

This radioactive material may be received, acquired, possessed, and
used only by physicians, veterinarians in the practice of veterinary
medicine, clinical laboratories or hospitals and only for in vitro clinical
or laboratory tests not involving internal or external administration of
the material or the radiation therefrom, to human beings or animals.
Its remst, acquisition, possession, use, and transfer are subject to th
regulations and a general license of the U.S. Nuclear Regulatory Corn
mission or of a State with which the Commission has entered into an",
agreenent for the exercise of regulatory authority.

- ;mNae of manufacturer

le) The registrant possessing or using byproduct materials 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
in the Information furnished by him in the "Registration Certificate-In
Vitro Testing with Byproduct Material Under General License," NRC
Form 483. The report shall be furnished within 30 days after the
effective date of sach changer

(f) Any person using byproduct material pursuant to the general
license of paragraph (a) of this section is exempt from the requirements
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 Iodine-125 described in paragraph (a)(7) of this section
shall comply with the provisions of § 20.301, 20.402 and 20.403 of
this chapter. '

* -Attt~ic OE.~ - -. , . -o
__ 0 _ _ ;NOTES

A State to w hich certain regulatory authority over radioactive material has been transferred by formal areemsent pursuant to section 274 of the
,Atomic Energy Act of 1954, as amended. X . - ' - ' ' -

2MaterIal generally licensed under this section prior to January 19,1975 may bear labels authorized by the regulations in effect on January 1,1975. - --i
3 A'new.triplicate"Set of this' Rigistration Certificate, NRC Form 483, may be used to report anYd change of iformation furnished by a registrant

asrequiredby §31.11(e). ' , ' ' - ' .;
If larger quantities or other forms of byproduct material than thoa specified in the general license of 10 CFR 31.11 are required, an "Applict

tion for Byproduct Material License," NRC Form 313 should 'be filed to obtain a specific byproduct material license. Copies of application arn
registration forms may be obtained from the Medical, Academic and Commerial Use Safety Branch 16113), Divsion of Industrial and Medical Nuclear
Safety, United States Nuclear Regulatory Commission, Washington, DC 20056. : c '


