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Secion 31.11 of 10CFR 31 establishes a general license authorizing physicians, clinical laboratories, and hospitals to

cs~- certain small quanlities off byproduct materii for in idrro clinical or J2boratory tcsts not involving the internal or

ext-rrz. dministration of the byproduct material or the radiazton therefrom to human beings or animals. Posszssion of

bzyprod-uct material und-r. 10 CFR 31.11 is not zuth',r^ized until the physician, clinical laboratory, or hospital has filed

N. C Form 463 znd received from-the Commiss=on a a: dated copy of Nr C-Form 4S3 with rcZistrztion numsber. V

Ephraim - C .. Ahan

. 17 71 - SClOO.LCRA
DETROIT, -.-Ml . 48

. - 0 .-

* ,. . *... . . . ... . .

FT . . .3. I hereby spply for a regi5tration number-pursuant to .

.3L11, 10 CFR 31 for us-- of byproduct materils fo

@- -- t * ~ * ~ ,z'!ecee t~cA-cone blo:.';, on-y]
:a..y. hyre--fduly licensed physician authoreied.to d'sp -ae.

- du.s r-the practice of merciut. - .

O . b..l he aboex-named clinical Lbora;ory..-
* * c. e 2bove-naned hospital. ;.

* , ..; -;, n g . rO- -e.I: omapl~ettU tIyrc. INuI;cm ;,-e.ruIaLUIY om s

INSTRUCTIONS .- . .

1. Subrrit this form in triplicate to: -
7191 . s nubr

.Ofice o Nluclear Matterial Safety and Safeguards ' I FOR T71E 9 S1. -UCL EM TORY COMISSION
0,FOR TofENUSSfeg'

A PZ: Radjoisotop t Licensing Branch . .

U.S. Nuclear Regulator! Commission *

7.WaiLnilon, DIC_2055S .

. Pleas print or type the nam-: and address (includ- -..

ng ip code) of the registrant physiciar., chlri~c . - .a<
laboratoye- or .hospital for whom or for which ':..

this registion fonn-isfiled.-Postion 'he first ! *Shirley A. Crutc ebruary 27, 1985
letter oI the address below the left dot. and do. ;

not extcnl the address beyond the right dot. (At c.vffne .by 
NRC. If this is a chacnge of irforr'n.ron from c pzeviousaly

NRC, a registration number will be assigned and . re-'ixsered rcneral licensee, irclude your registrarion nurr'ber.)

v;'datzd copy of NRC Form 483 will be re-

/turn eZ.)4 
227

EPHIRATM C. AHANONU MD, 17701 SCHOOLCRAFT, DETROIT,MI 48227

<\ S. if plece of use is different from address in Item 1, please give complete addrers:

. .

6. Certification:

I hereby certify that:

a. Al3 information in this registration certifics-tenistsut^en&.compltC. . *., ..-..

-b. The Jegistriitn ias app;cpriatc-rzdiation Trn^-*r!r' inl-urie:'ts t carry nu*.t 'thr t'sts for.wl.icl.-byproduct inaterial vii! be used unler the

general 1icense of 10 CFR 31.11. h-. tctts -wil be pcrformcad-only by persnnncl competcr.t hi the -use of the instrumnr.ts 2nd in the

hndling of the byproduct mitcrias..

c. T understand that Commission regulations require that any change in thez5nfo-rnmaion furnished by a registrant on. thiis Tegistration.-

* ca-rfcate bc reported to the Director of Nucleer Mtterial Safety and Safefuzids vrithin 30 days from the effective date of such C hGCnz .

* L I have read and understand the provisions of Section 31.11 of NRC regulation--10 CFR 31 (reprinted on the reverse sde.of this form);

and I understand that the rrCisitrant is requitebd. to coMply with thone provision- -tlo all byproduc: mat-rial which hc receives, acquires ,

posesszes, uses, or tarnsfers undcr thc gEn-cral license for which this Re.-istration Ct ctt is fic xwith the Nuclear Regulatory Cornrnis- on.

a / i - . * B y . ( / * Z - ( )D-te BY _..___o 
p sn ii frt .

I l .
it'x~ture of pe-rson filing form

/ Printed r..aic anc titLe or positicn o person fLrng Lon. I

I wA~PNI -HC; iSu U.S.C.. Sectico -100 1: Act of jurnc 25,.1E48: 62 Stat.-749;makees is-a c6min I of fens. -to-make-c wrilIf, riy false stztement or

r-tpreaewntztiomto.any riep-artrnwift Gr~g_-ncy- of the United Stutes-u to any matter w .thin its jurus-~ction..
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CONDI TIONS Al

§31.11 General license for use of byproduct
materials for certain in vitro clinical or labora-
tory testing.

(a) A general license is hereby issued to
any physician, clinical1 laboratory or hosrital
to receive, acquire, possess, transfer, or use, for
any of the folowing stated tests, in accordance
with the provisions of p3aagr3phs (b), (c),(d),
(e), and (f of this section, the following by-
product materials in prepackaged units:

(1) Iodine-12S, in units not exceeding 10mtcrocuries each for use in in vitro clinical or
labcratory tests not Involving internal or ex-

ternal administration of byproduct materiai,
or the radiation therefrom, to human beings
or animals.

(2) lodine-131, in units not exceeding 10
microcuries each for use in in vitro clinical or
laboratory tests not involving internal or ex-
ternal administration of byproduct material, or
the radiation therefrom, to human beings or
animals.

(3) Carhon-14. in units not exceeding 10
microcuries e:ach for use in in vitro clinic] or
Laboratory -csts not involving internal or exter-
ral administration of byproduct material, or
the radiation theefrorn, to human beings or
an; ima!s.

(4) Hydrogen 3 (tritium), in units not ex-
cceding 50 microcuries each for use in in vitro
clinLial or laboratory tests not involving inter-
nal or external administration of byproduct
material, or the radiation therefrom, to human
beings or animals.
I (5) Iron 59, in units not exceeding 20
microcuries each for use in in vitro clinical or'
laboratory tests not involving internal or ex-
ternal administration of byproduct rnaterial,
or the radiation ther-:frorn, to human beings,
or animnals. -

(b) No person shall receive, acquire, pos-
sess, use or transfer byproduct material pur-
suant to the general license established by
pararsaph (a) of this section until he has flled
NRC Form 483, "Registration Certificate-In
Vitro Testing with Byproduct Material Under
General License," with the Office of Nuclear
Material Safety and 'a;feguaids, 1SS Nuclezrz_

'JD LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

Regulatory Commission, Washington, D.C.
205S5, and received from the Commission a
validaled copy of NRC Form 4S3 with rcgis-
tration number assigned or until he has been
authorizzd pursuant to § 35.1 4(c) of this chap-
ter to use byproduct mraterial under the general
license in this §31.11. The registrant shall
furnish on NRC Form 483 the following infor-
mation and such other information as may be
required by that form:

(I) Name and add ress of the registrant;
(2) The location of use: and
(3) A statement that the registrant has ap-

propriatc radiation measuring instruments to
carry out in vitro clinical or laboratory tests
with byproduct materials as authorized under
the general license in paragraph (a) of this
section, and that such tests will be performed
only by personnel corrp(.-nt in the use ofsuch instruments and in the handling of the

. byproduct materials.
(c) A person who recceves, ac:'.rires, pos-

sesses or uscs byproduct mnaterial pursuant to
eye . encral !iccen;. e sta-'i '-' o by paragraph ' )
of this section shall ccroply withi the fzl!cjwin,:

(1) The general ! erense shal not possess
at any one time, pursuant tothe general license
in paragraph (a) of 4his section, at any one
location of storage or use, a total amount of
iodine 125, io linle 131, aid/or iron 59 in ex-
cess of 200 nm; rocuries.

(2) The general licensee shall store the by-
product i !%crial, until used, in the original
shipping -ntainer or in a container providing
equiv.0cns radiation protection.

(3) The general licensee shall use the by- -
product material only for the uses authorized
by paragraph (a) of this section.

(4) The Vetreral licensee shall not transfer
the byproduct material except by transfer to a I
person authorized to receive it by a license
pursuant to this chapter or from an Agreement
State,r nor transfer the byproduct material in
any manner other than in the unopened,
labeled shipping container as received from the
supplier.

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

(I) Except as prepackaged units which arelabeled in accordance with the provisions c'
s ecific license issued under the provision
T32.71 of thi' chapter or in accordance w.
the provisions of a specific license issued by -
Agreement State that authorizes manufacture fl2and distribution of iodine-125, iodinc-131,
carbon-14, hydrogen-3 (tritium), or iron-59
for distribution to persons generally licensed
by the Agreement State.

X (2) Unless the following statement, or a
substantiafly simnilar statement which contains
the information called for in the following
statement, appears on a label affixed to each
prepackaged unit or appears in a leafle or
brochure which accompanies the packace:

This radioactive materiar may be received,
uacured, pcssessed, and used only by physi-

cians, clinical !abora tories or hospitals and only
for in vimro clinical or laboratory tests not
involving internal or external administration of
the material, or the radiation therefrom, to
human beings or 2nimna t s. Its receipt, acquisi-
tion, poss;.on, use., ad trrin fer dit- subject
to the re,13ations 2nd a general license of the
U.S. Nsrlear Regulatory Commission or of a
State with which the Cornmission has entered
into an ^.zr erient for th e exercise of regula-
tory authority.

...... . , . .. .. : .. .. .
Name of manufacturer

(e) r'e registrant possessing or using by-
product materials under the general license of
par;agraph (a) of this section shall rhport in
writing to the Director of Nuclear Material
Sa'ety and Safeguards any changes in the in-
formration furnisned by him in the "Rs-istra-
tion Certificae-wIn Vitro Testing With Bv-
product M.aterial Under General License," NY
Form 483. The rc ort shall be furnished wit
in 21) days after the. effective date of suL. h
chanrr'e.:

(0) Any person using byproduct materialJ
pursuant to the general license of paragraph (a )
if this section Is exempt from the require-
nents of Par t< I ? acrd 20 of this chzpter with
respect to byp roduct a ials covered by that
Eenera! License

NOTES
A State to which certain regulatory authority over radioactive material has been transferred by formal agreement, pursuant to section 274 ofthe Atomic Energy Act of 1 954, as arnanded.
Material generally licensed under this section prior to January 19, 1975 may bear labels authorized by the resulations in effect on January 1,1975.

'A newa tnrilicate set of this Registration Certificate, NRC Form 403, may soe used to report any channe nf irnforr-vtion r _ by aicistatal ~ - --cuu-C 

s 
b,-

If larger quantities or other forms of byproduct material than those specified in the general license of 10 CFR 31.11 are required, an "Appli-cation for Byproduct Material License," NRC Form 313, should lie filed to obtain a specific byproduct material license. Copies of applicationand registration forms moy be obtained from the United States Nucbiar Regulatory Commission, Washington, D.C. 20555, Attention: Radio-isotoes Licensing :'r;"nch, Division of Fuel CQce and atcnal Safety.

PRIVACY ACT STATEMENT
Pursuant to S U.S.C. .522a(e)(3), enacted into law by section 3 of the Privacy Act of 1974 (Public Law 93-579), the followiinp statement is fur-ri.ished to individuals who supply inforsnation to the Nuclea: Regulatory _rnmmission on Forms NRC-482 znd NRC-483. This information ismaintaLned in a system of records designated as NRC-3 and dsc-ribed at 40Q Federal Register 45334 (October !, :975).
1. AUTHORITY Sections 81 and 161(b) of the Atomic EnergyyAct of 195 4 , as amended (42 U.S.C. 2111 and 2201(b)).
2. PRINCIPAL PURPOSE(S) The information is evaluated by the NRC staff pursuant to criteria set forth in 10 CFR Parts 20-36 to determinewhether the a-plic tion conforms to the requirements of the Atomic Energy Act of 1954, as amended, and the regulations of the NRC, for theisuance of a registration certificate authorizing the use of byproduct material for medical use or in v:tro testing.
3. ROUflNE USES The information may be used: (a) Cc Eprovide records to State health departments for their information and use; and (b) toprovide information to Federal, State, and local hea'thi officials and other persons in the event of incident or exposure for purposes of theirnorrnation, inivstigation, a2nd protection of the peblic health and safety. Tile information may ailso be disclosed to appropriate FedzyeState, or local agencrl in the eve- '-c information :ndicales a violation or potential violation of law and in the cour e of an adrninistratirc ajudicial proreed:ng. In 2diticn, this informs non may be tr:rnsferred to an appropriate Federal, State, or local agency to the extent relevant iand necessary for En NRC decision or to an appropriate Federal agency to the extent relevant and necessary for that agency's decision about you. X
4. WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING INFORMAktlrTIO0sDisclosure of the rcquested information is voluntary. If the requested information is not furnished, however, Tbsrt rt Lenrfiizrte, oramerniment theeof, 'will not be proczsed. .
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