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REGISTRATION CERTIFICATE-IN VITRO TESTING

WITH RYPRODUCT MATERIAL UNDER GENERAL LICENSE
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Section 31.; I Of 10 CFR 31 establishes a general license authorizing physicians. clinical laboratories, hospitals. Kd

veterinarians in the practice of veterinary medicine to possess certain small quantities of byproduc: material for in *,iro cl eal

or laboratory tests not involving the internal or external administration of the byproduct material or the radiation thercf om to

human beings or animals. Possession of byproduct material under 10 CFR 31.11 is not authorized until the physician, linical

laboratory, hospital, or veterinarian in the practice of veterinary medicine, has filed NRC Form 483 and received rtom the

Commission a validated copy of NRC Form 483 with registration number.

O ............... e0

Bill-Kapordel is-Ginther
21421 Kelly Road
East Detroit, Michigan 48021

INSTRUCTIONS

1. Submit this form in triplicate to:_
Office of Nuclear Material Safety and Safeguards

ATTN: Material Licensing Branch
U.S. Nuclear Regulatory Commission
Washington. D.C. 20555

2. Please print or type the name and address

(including zip code) of the registrant physician,

clinical laboratory, hospital, or veterinarian in the

practice of veterinary medicine for whom or for

which this registration form is filed. Position the

first letter of the address below the left dot and do

not extend the address beyond the right dot. (At

NRC, a registration number will be assigned and a

validated copy of NRC Form 483 will be returned.)

3. 1 hereby apply for a registration number pursuant to

§31.11, 10 CRF 31 for use of byproduct materials for

(please check one block only)

E, a. Myself, a duly licensed physician authorized to dis-

pense drugs in the practice of medicine.

• b. The above-named clinical laboratory.
l c. The above-named hospital.

o d. Veterinarian in the practice of veterinary medicine.

4. To be completed by the Nuclear Regulatory Commission.

Registration number: 9018
tpg REGut

FOR THE U.S. t1UC1d4 cTrY C0-ISSI0 N

Lae t - number to be

assigned by NRC If this is a change of info tion from a previously

registered general license, include your registration number.)

2

5. If place of use is different from address in Item 1, please give complete address:

6. Certification:

I hereby certify that:.

I All information 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 CRF 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. I understand that Commission regulations require that any change in the information furnished by a registrant on this registrarion certificatc

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 forn.m: andi I

understand that the registrant is required to comply with those provisions as to all byproduct material Whichl he receive,. acquires. po;;: sc5.

uses. or transfers under the general license for which this Registration Certificate is filed with the Nucle Regulatory Commission.

Date ______By______-

Gary Bill M D.
Printcd name and title o. position of person filing formi

WA RNSIN( - IS U.S.C.. Scetion 11)01: Act of Jtte 25, 194sM: e 2 Stat. 749: maikes it a criminal offense to n:lkc a ialfusy fake j:e::.efl or

repre-sent at ion to any departimerit or agectry of t ile J nited States as to alty mtt:t tter ithi n its juridiet ion.



CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

51 II GeneCral liei,.en fur Ise 01 b5 ptod uct inicrrils license established lby paragraph (a) of O(is seCt (iii

for certin iln vitro clinical or laubratory testing. itiil lie has filed NRC Forim 483. "Regissration Ccr-
fetifcat-In Vitro lesting with Blyproduct iMiaerial

(a A general liceisse is hereby issued ItO any physi- Under (;encral Liceise,' with the lDirector of Nuclear

ciall, veterinarian il tIhe practice of vcterinarv Material Safely and Safeguards. U.S. Nuclear

mediciinc, clinical laboratory or hosplital to receive. Regulatory Conunissiort, Washington, D.C. 20555.

acquire. possess, transfer, or use, for any of tile and received from the Commission a validated copy

following stated tests. in accordance with the provi- of NRC Form 483 with registration number assigned

sions of paragraphs (b). (c). (d), (el. and (f) of this or until tic has been authorized pursuant to 535.14(c)

section. the following byproduct miaterials in of this chapter to use byproduct material under the

prepackaged units: ^ general license in this §31.1 1. The registrant shall fur-

(I) lodine-125. in units not exceeding 10 nishon NRC Form 483 the following information and

microcuries each for usc',in , in vitro clinical or such other information as tnay be required by that
laboratory tests not involving internal or external ad- form:
ministration of byproduct material, or the radiation (I) Name and address of the registrant.
therefrom, to human beings or animals. (2) The location of use. and

(2) Iodine-131. in units not exceeding 10 (3) A statement that the registrant has appropriate

microcurics each for use in in vitro clinical or radiation measuring instruments to carry out in vitro

laboratory tests not involving internal or external ad- clinical or laboratory tests with byproduct materials

ministration of byproduct material, or the radiation as authorized under the general license in paragraph

therefrom, to human beings or animals. (a) of this section. and that such tests will be per-

(3) Carbon-14, in units not exceeding 10 formed only by personnel competent in the use of

microcurics each for use in in vitro clinical or such instruments and in the handling of the byproduct
laboratory tests not involving internal or external ad- materials.
ministration of byproduct material, or thejadiltlon (c) A person who receives, acquires, possesses or

therefrom, to human beings or animals. . . ases byproduct material pursuant to the general

(4) Hydrogen 3 (tritium), in units not exceeding 50, license established by paragraph (a) of this section
microcuries each for use in in vitro clinical or . shfall complywith the following:

laboratory tests not involving internal or external ad.: (I) The general licensee shall not possess at any one

ministration of byproduct material, or the radiation time, pursuant to the general license in paragraph (a)

therefrom, to human beings or animals. of this section, at any one location of storage or use, a

(5) Iron 59. in units not exceeding 20 microcuries total amount of iodine 125, iodine 131, selenium-75.

each for use in in vitro clinical or laboratory tests not and/or iron 59 in excess of 200 microcuries.
involving internal or external administration of (2) The general licensee shall store the byproduct

byproduct material, or the radiation therefrom, to material, until used, in the original shipping container

human beings or animals. or in a container providing equivalent radiation pro-

(6) Selenium-75. in units not exceeding 10 tection.() eac- f untse(3) The general licensee shall use the byproduct
microcuries each for use t n vitro clinical or aterial only for the uses authorized by paragraph (a)
laboratory tests not involving internal or external ad- mIof this section.
ministration of byproduct material, or the radiation (4) The general licensee shall not transfer the

therefrom, to human beings or animals. byproduct material except by transfer to a person

(7) Mock lodine-125 reference or calibration authorized to receive it by a license pursuant to this

sources, in units not exceeding 0.005 microcurie of chapter or from an Agreement Statei nor transfer the

iodine-129 and 0.005 microcurie of americium-241 byproduct material in any manner other than in the

each for use in in vitro clinical or laboratory tests not unopened, labeled shipping container as received

involving internal or external administration of from the supplier.
byproduct material, or the radiation therefrom, to (5) The general licensee shall dispose of the Mock
human beings or animals. lodine-125 reference or calibration sources decribed

(b) No person shall receive, acquire, possess, use or in paragraph (a)(7) of this section as required by

transfer byproduct material pursuant to the general §20.301 of this chapter.

(ill The general liceitsce hatl 1not receive, acquire.
possess, or use byproducnt material pursiuanit to
paragra ph (a) of this section:

(I) Except as prepackaged units which are labeled
in accordance wish the provisioiss of a specific license
issued under the provisions of 532.71 of this chapter
or in accordance with the provisions of a specific
license issued by an Agreement State that authorizes
manufacture and distribution of iodine-125. iodine.
131, carbon-14, hydrogcn-3 (tritium). selcnium.75.
iron-59 or Mock lodinc-125 for distribution so per-
sons generally licensed by the Agreement State.

(2) Unless the following statement, or a substan-
tially similar statement which contains the informa.
tion called for in the following statement, appears 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, ac-
quired, 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 radia-
tion therefrom, to human beings or animals. Its
receipt, acquisition, possession, use, and transfer are
subject to the regulations and a general license of the
U.S. Nuclear Regulatory Commission or of a State
with which the Commission has entered into an agree-
ment for the exercise of regulatory authority.

......................... ............................ :

Name of manufacturer

(e) 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 "Registra-
tion 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 such change.'

(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 per-
sons using the Mock lodine-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.

NOTES
' A State to which certain regulatory authority over radioactive material has been transferred by formal agreement, pursuant to section 274 of the

Atomic Energy Act of 1954. as amended.
2 Material generally licensed under this section prior to January 19, 1975 may bear labels authorized by the regulations in effect on January 1,

1975.
3 A new triplicate set of this Registration Certificate, NRC Form 483, may be used to report any change of information furnished by a registrant as

required by §31.11 (e).
If larger quantities or other foriss of byproduct material than those specified in the general license of 10 CFR 31.11 are required, an "Applica-

tion for Byproduct Material License," NRC Forms 3131, 313NI, or 313R should be filed to obtain a specific byproduct material license. Copies of

application and registration forms may be obtained from the United States Nuclear Regulatory Commission, Washington, D.C. 20555. Attention:
Material Licensing Branch, Division of Fuel Cycle and Material Safety.

PRIVACY ACT STATEMENT

l'ursuIst to 5 U.S.C. 522a(e)(3), enacted into law by section 3 of the Privacy Act of 1974 (PubLic Law 93-579), tlse following staement is fur-

nished to individuals who supply intformatioss to the Nuclear Regulatory Commission on NRC Form 483. Tlsis information is maintained in a

systemt of records designated as NRC-3 and described at 40 Federal Register 45334 (October 1. 1975).

1. AUTHORITY Sections 81 and 161(b) of the Atomic Energy Act of 1954, as amended (42 U.S.C. 2111 and 2201(b)).

2. IPRINCIPAL PURPOSE(S) The information is evaluated by the NRC staff pursuant to criteria set forth in 10 CFR Parts 30-36 to determine

whethser the application confornms to the requirements of the Atomic Energy Act of 1954, as amended, and the regulations of the NRC. for th-

issuance of a registration certificate authorizing the use of in vitro testing.

3. ROUTINE USES The information may be used: (a) to provide records to State health departments for their information and use; and (b) to
provide information to Federal. State. and local health officials and other persons in the event of incident or exposure for purposes of their in-

formastiotn, investigatiots. and pybtection of tihe public health and safety. The information may also be disclosed to appropriate Federal, State, or

local :agetcies in the evcni ti1s informatioi iisdicases a violation or potential siolatiois of law and in the course of an administrative or judicial
proceeditg. Its addition, tlists inforinatiots may be transferred to ans appropriate Federal. State, or local agency to the extent relevant and

necessary for an NRC decision or Ito ai ipprtpriate lederal agenicy 1o the exicit relevatit and inecessary for tiat ageiscy's decisiot about you.

4. WlllEHIlER D)ISCLOSURE IS MANDATORY OR VOlUNrARY ANI) EFFECT ON INDIVIDUAL OF NOT PROVIDING INFOR MAA-

TION It is olunitary ths:t you fursishi the requested itforistation. If the requested information is not furnished. however. tsie registration cc.-
tificatc. or artnendtstenit thereof, vill not be processed.

5. SYSTE. M,\ANAGER(S) ANI) AD)l)RiSS lDirector, D)ivisiori of ltuel Cycle and Miaterial Safety, Office of Nuclear Material Safety and
Sarfessssrds. U.S. Nclear Regul:atory Commdtttissions. Washingtoin. ).C. 20555.


