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IDCFA 31 REGISTRATION CERTIFICATE-IN VITRO TESTING
WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Section 31.11 of 10 CFR 31 etaishes a general license authorizing physician, diCal labor tories, an4 hospitals tocertain small quantities oI byproduct tria foJ In s'tro clinca ox laboratwY tests not involvig the internal ar cadministration of the byproduct material or the radiation thernfrom o lrrun bings or anifals. Possetsion of bylmterial under 10 CFR 31.11 Ui not authorized until the physician, clinical labontory, or hospital his ffld Form A]and received from the ComnnIslon a nalidated copy of Form AEC-483 with mgistration number.

SuOgat skureau li0e
38-7po 160

4f , .

Thoma.$ tfa-4i, ..
Anchor Bay C.Inc
50910 M Wabhington
New Bal tiore, MI: :d

INSTRUCTIONS
1. Submit this form In tbiplic5t lot

Director of Liconsii t

ATTNS: Materials Branch
Regulation
U.S. Atonmic Energy Commlalor;
Washington. D.C 20545

2. Please print of type the nsme and addregs
(including zip code) of t)iu r~stuwt
physician, clinicial laboratory, pJ holpla
fo: whom or for which thu ngltystron
form E Wied. Position the rust letter of the
address below the kft dot and do mat
extend the address beyond the right dot
(At AEC. a rseistration number wM be
assigned and a validated copy of Form
AEC-403 will be ,eturned.)

O....

*. ..4.

).. C..

I I hereby apply for a rgistration Inumbei pursuant to
§31.11. 10 CFR 31 for use of byproduct materials
for (please check one block "oyJ
a. Myself. a duly licensed physician authorized to

dispense drugs in the practice of medicine.
O b. The above-named cliica laboratory.
O t. IbT above-narned hospital.
4. To be completed by the Atomfic Energy Commission

Rcgisttation number:

FOR THE U.
7ilO
COMMISSION

Shirley A. Crutchftel" October 11, 19F4(If thl, b n inittl regsrfst"rc,'n Seue thij Space blenk - ormber to be
asrigned by AEC If this i a change of Irformarion fromn C previordy

regireredgeneral licensee, include your regisuaroion nimber.)
-

tf place of use is dirffrent frorp address in Item I, please give complete addicu:

o. .Tcr.zcatuon:
. .

I htreby certify that:

a. Al information in this njostration crtificate Is true and complete.

b. The rcgistrant has appropriate radiation measuring instruments to carry out the tests for which byproduct material wl be used under thegeneral license of 10 CFR 31.11. The tests v.il be performed only by personnel competent in the use of the instruments and in thehandling of the byproduct materisdL

c. I understand that Commission rtgulations require that any change in the information furnished by a registrant on this npistrationcertificate be teported to the Director of Licensing, Within 30 days from the effective date of such change.

d. I have read and understand the provisions of Section 31.11 of AEC regulations 10 CFR 31 rinte on the rcverst aide of thi fio=); andI understand that the registrant Is required to comply with those provisions as to all roduct material which he receives, acquires,possesses, uses, or transfers under the grneral license for which this Registration Cert c i5 fied with the Alomic Encip Commission.

Date ________Y /
Signature ofpeson filing form

Thomas Mianecki, D.O.
Prinled name and tiii or posifion ofperson filing form

ING -I a U.S. C.. so C tron 3001; Ac I ofivn-a 25, 19&1; 62 SI at. 749, me kg$ It a criminal C fien Sotomk� S I, y lo Isos!810-nen I or#VP Fs SO MtStIW to &My4kp&rtrngrs I or Sp nCir Of I he U n Its C151610s Wto allymatterwlih In I is j U Tilde C I Ion.



Lc. ' AIt\ - LAk AT IC -S OF GENF-R AL LICENSE 1' CF 31.11

§31 II General license for us of byproduei
snaterials for certin in vitro clinical at
laboratory testing.

(a) A general license is hei:by Issaued to
any physician, clinical laboratory or hospital
to receive, acquire. possess, transfer, or Use,
for any of the folloing stlated tests, in
accordance with the provisions of para.uroihs
(b) (W) (d), (e), and (1) Cof 11 sectc;n. the
following byproduct materials in prepackaged
units:

()Jodione-12S5 in units not exceeding 10
mricrocuries each for use in in vitro clinical or
laboratory tests not involving internal of
external administration of byproduct mraterl*
al. or the radiation therefrom, to human
beings or animal,.

(2) lodine-131. in units not exceeding 10
microcurics each for, use In in vitro clinical
or laboratory tests not i I olra Internal ot
external 3drinisiration of byproduct wtareri.
ar. or the radiation therefrom, to imarn
beings or animals.

(3)Carbon-14, in units 3it.: exceeding 10
rnicrocuries each for ust in in iftro cliujt or

exleral administration oflbyproduct Patedr
al, or the radiation therefrom, to human
beings or animals

(b) No person shall receive, 'pcqIZlr.
possess. use or transfer byproduct int-1eyt
pursuant to the general license estahlished by
paragraph (a) of this section until he has ftled
Form AEC-483, 'Registration Certificate-lA
Vitro Testing with Byproduct Material Under
General Licenrse, with the nirecitO! :z licer3-
ing& U.S. Atomic Lnergy Commission. Wasb
ington. D.C 20545, and received from the
Commission a validated copy of Form
ALC483 with registration number asLignid.
The iclistranl shall furnish on Form AEC-483
oe fwusing information and a1eh other
information as may be requirec by Miat form:

t (I)Name and address of the reistrnt;
tr(2) The location of use; and

(3)A stattreent that the registrant hua
appropriate radiation measuring khtmments
to cry out In vitro cinical or Laboratory
tests with byproduct saterials as authorized
under the general license in paragraph (a) of
this section, and that ssuch tests wil be
performed only by personnel competent in
the use of such instruments and in the
handling of the bypsoduct materialL

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

(l)The general licensee shall not poses at
any one time, pursuant to the genetal license
in paragraph (a) of this section, at any one
location of storage or use a total amount of
iodine-12.s and/cr iodine.131 in excess of 200
mirrocurie.

(2)The general licensee shall storc the
byproduct material. until used, in the original
shipping container Or in a contaiher providing
equivalent radiation protection.

(3)T1? general licensee shall use the
byproduct material only for the uses author-
ized by paragraph (a) of this section.

(4) The general Licensee shal not transfer
the byproduct material to a person who Is not
authorized to receive it pursuant to a license
issued by the Commission or an Agreement
State,' nor transfes the byproduct material in
any mranner other than in the unopene4d
labeled shipping container as received from
the supplier.

(d)The general licensee shall not recetre,
acquire, possess, or use byproduct materil
pursuant to parsgraph (a) of this section:

(])Except as prepacksged units which ar
labeled In accordance with the proveIsons ofa
ccific license Issued under the provisiors of
!32.11 ol ts chapter or in accordance with

the Proisions of a specific libcesr issued by
an AgreemenC State *ich auth;c-zcs manu-
facture and dlisuibution of icdinc-i25,
iodinc-131, or carbon.14 for distribution to
persons generally licensed by the Agleement
State.

(2)Unless the following statement, or a
Substantially similar statement which contains
the information called for in the ioUowinS
statement, appears on a label afrixed to each
prepackaged unit or appears in a leaflet or
brochure which accompanies the pacl age:

This radioactive material may be received,
acquired, possessed, and used only lwy physi-
clars, clinical laboratories oa hospitas and
only for in vitro clinical or laboratory tests
not involving internal or external administra-
tion of the material, or the radiation there-
from, 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. Atomic Energy Commission or of
a Stite with which the Commission has
entered into an areetment for the exercise of
regulatory authority.

.......................

Name of manuracturer

(e) The registrant possessing or using
byproduct materials under the g1crtseJ license
of parapaph (a) of this section shall epit in
writing to the Director of I ien.ing :any
4arges in the information furnished by-him
hI the 'Resistration Certificate-in Vitro
Testing with Byproduct Material Under
General License", Form AEC-483. r.e report
ihaD be furnished within 3Q days after the
eflective date of such change.

(0) Any person using byproduct material
pursuant to the general licenme of pararaph
(a) of this section is exempt from th reUire-
rents of Parts 19 and 20 of tis .hiviter with
respect to byproduct materials covcred by
that general license.

NOTES '

A State to shich the CommrlssIon has Ltarisftre' ee tain rcgultrr 8-hollhrity v, radioacutve msAltnal by rorma! gremen purs.^rl tosection 274 of the Atomic Enelgy Act of 1954, as arended.

* A new triplicate set of this Registriaton Certificate, Form AEC-483, may be used to rtport any change of information furnished by atrisrant as required by §31. I(e).

If larger quantities or other forms or byproduct material than those specified in the general License of 10 CFR 31.11 we required, an'Application for Byproduct Material License,' Form AEC-313. should be filed to obtain * speciric byproduct material license. Copies ofapplication and registration forms may be obtained from the United States Atomic Energy Commimsion, Washington, D.C. 20545, Attention:Mjlerials Branch, Diectoratt or Licensing, Regulation.
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