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10 CfR 31

US. ATOMIC ENERGY COMMISSION

REGISTRATION CERTIFICATE-IN VITRO TESTING

WITH BYPRODUCT MATERIAL UNDER GENERAL LiCENSE

rovrrr Arppsovec:
Budete Bureau f'4o.
38-RO 260

. - Section 31.11 of 10 CFR 31 establlshes a general license authorizing physicians, clinkal laboratories, mn4 hospitals to possesscertain small quantities of byproduct material for In vitro clinical or laboratory tests not involving the internal or external
administration of the byproduct material or the radigtion therefrom to hurmAn beings or animals. Posscssion of byproduct"rterial under 10 CFR 31.11 is not authorized until the physician, clinical laboratory, or hospital his filed Form AEC-483and received from the CorninIsulon a validated copy of Form AEC483 vdth registration number.

Leonirrd B3ir'ndorf, j
1P3131 Johnsi
Detroit, !ichi1can 1-

3. 1 hereby apply for a registratiorn number pursuant to
§31.11. 10 CFR 31 for use of byproduct materials
for (fplease check one bock only)

Myself, a duly licensed physician authorized to
dispense drugs in the practice of medicine.

O b. Ihc above-named clinical laboratory.
l c. The above-named hospital.

4. To be completed by the Atomic Energy CommissionINSTRUCTIONS
1. Submlt this form in triplicate f.o

Director of licensing
ATTN; Materials Branch :

Regulation
U.S. Atornic Energy Commisslos
Washington, D.C. 20545

2. Please print or type the name and mddreus
(including zip code) of the rtglstrant
physiciah, clinicial laboratory, p; bot pilol
for whom or for which thI4 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 AEC, a registration number wil be
assigned and a validated copy of Form

Y AEC-483 will be returned.) .7-

.2.

Registration number: 7
7184

FOR TIE U. S. I OU . ? " OR CO!MISSIt 'T

Shirley A. Crutc ~f d February 15, 1985
llf thir en kietyieregihstration, lee Mis space bLank - number to be
assigned by AEC If this is a change of information from c previously

rejistered general licensee, include your registration number.)

-. If plact of use is different frorp address In Item 1 please give complete address:

6. Certitication:

I hereby certify that:

a. AlD information in this registration certificate Is true and complete.

b. The regisLra-nt h-s appropriate radiattlor nrea;uring instruments to carry out thejterts foi which byproduct material till be used under thegeneral license of 10 CFR 31.11. The tests will be performed only by personnel competent in the use of the instruments and in thehandling of the byproduct materials.

c. I understand that Commission regulations require that any change in the inrormaiion furnished by a registrant On this registrationcertificate be reported to the Diroctor of Licensing, within 30 days from the effective date of such change.

d. I have read and understand the provisions orSection 31.1 1 of AEC regulations IO CFR 31 (reprinted on the reverse side of this rorn); andI understand that the registrant is required to comply with those provisions as to al byproduct material which he receives, acquires,possess, uses, or transfers under the general license for which this Registration CertifJc2te ia flie d wi thc Atomic Energy Commission.

Date __ __ ( By .

Sipn'rrre ofperson filing form (I
A -.-..C? V\0 ,< (- \,,( Y\-A cN v- - ( 'v/ ( F

N r-inted ncme and title or positior of person filing form
-V.

I * I

WA RN'ING -2a u.s.eC., SCtlonlO01;AcIC JU 25, 94 62 St a749, rma kegs It a crImIna! oIeose to ma r _a wIfIy false Stale ment or
Irepresentatlon tc ally oprtmen or agency of the Unltc States as to any matter wtihln Its Jurisdictlon.



"-CO TIC), A? D L!'L -AT IOS OFGENZR AL LICE NSL E .CF-R 31.11
§3.1 1 General license for use uof byproduc
m~terials for certain in vitro clInical o
hboratory testing.

(a) A general Ecense Is hel-by Issued toany physician, clinical laboratory or hospital
to receive, acquire, possess, tra.nsfr, or use,
for any of the following stated tests, in
accordance Aith the provisions of psrtra,, hs
(b), (c), (d), (e), and (f) tf thil secto.rt, the
following byproduct materials in prepackaged
units:

(l)Jodine-125S in units not exceeding 10
mnicrocuries each for use in in vitro clinical or
laboratory tests not involving internal or
external administration of byproduct miseri-
al, or the radiation therefrom, to human
beings or animals.

(2) lodine-l31. in units not exceeding 10
microcuries each for use in in vitro clinical
or laboratory tcsts not involving Internal or
ceitrnal administration of byproduct rnsteri-
al, or the radiation therefrom, to h.man
being' nr ;snar.Tii

t3)Carbon-14, in unit5 m,: exceeding 10
rnicrocuries each for use in in vitr'dcicr.Al or
laboratory tests not involving iniernel otexternal admiristration of byproduct rnateri-
a1. or the radiation therefrom, to human
beings or animals.

(b) No person shall receive, pcqulre,
possess, use or transrer byproduct rmnlerial
pursuant to the general license estabilshed by
paragraph (a) of this section until he has rled
Form AEC-483, 'Registration Certificate-la
Vitro Testing with Byproduct Material Under
General License", with the Director of Licens-
ing, U.S. Atomic Energy Conmuision, Wash-
ington, D.C 20545. and received from the
Commission a validated copy of Form
AEC483 with registration number asslgned.
Thc registrant shall rumniih on Form A.EC-483
the following information and ouch other
information as may be required by that form:

t (l)Name and address of the registrant;
r (2)The location or ue; and

(3)A statement that the registrant haiappropriate ndiation measuring instrunenta
to carry out in vitro dinkcd or laboratory
tests with byproduct rnateriab as authorized
under the general license in paragraph (a) of
this section, and that such ttsts will be
performed only by personnel competent in
the use of such instruments and in the
handling of the byproduct materials.

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

(I)Tle general licnsee shall not possessat
any one time, pursuant to the general license
in paragraph (a) of this section, at any one
location of storage or use a total amount of
iodine-125 and/or iodine-131 in excess of 200
rniclocuries.
' (2)The general licensee shall store the
byproduct material, until used, in the original
shipping container or in a container providing
equivalent radiation protection.

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

(4)The general liecens.e shal not transfer
the byproduct material to a person who h not
authorized to receive it pursuLnt to a license
Issued by the Commission or an Agreement
State,1 nor transrer the byproduct material in
any ranner 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 material
pursuant to paragraph (a) of this section:

(I) Except as prepackaged units which are
labeled in accordance with the piovW'roni of a
secific license issued under the provisions of
S32.71 of this chapter or in accordance with

the provisijons of a specific license iss%,ed by
an A4reement State, which authorizes manu-
facture and distribution of icdine-125S
iodinc-131, or caxbon-14 for distribution topersons generally licensed by the Agreement
State.

(2) Unlees the following statement, or a
substantially similar statement which contains
the information called for in the following
statement, appears on a label affixe d to each
prepackaged unit or appears in a leaflet or
brochure which accompanies the part age:

This radioactive material rmay be received,
acquired, possessed, and used only Ily physi-
cin, clinical laboratories or hospitals and
only for in vitro clinical or laboratory tests
not involving internal or extern-l adiministra
fion of the material, or the radjitiun there-
from, to human beings or animals. [ts re-cipt,
acquisition, possession, use, and transfer are
subject to the regulations and a general license
of the U.S. Atomic Energy Commission or of
a State w*ith which the Commission has
entered into an agreement for the exercise of
regulatory authority.

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

Nanme of manufacturer

(e) The registrant possessing or using
byproduct materials under the cner J license
of paragraph (a) cf this section shall .-epor in
writing to the Director of Iicenring :ny
qhanges in the information furnished by-him
in the "Registration Certificatc-In Vitro
Testing with Byproduct Material UnderGeneral Liense", Form AEC-483. The report
shall be furnished within 31 days after the
effective date of auch change.

(f) Any person using byproduct material
pursuant to the general licene of piragraph
(a) of this section is exempt from th reeZ:ire-
ments of Parts 19 and 20 of Lhis oha-r ter with
respect to byproduct materials covcred by
that general license.

I

U

NOTES
A Stare to w)ich the CommIssion has transferred certain regulatory authority ovet radioactive material by formal re r t. Lu anrec6tCn 2'1 of the Atorric EnerZy Ac: or 1M 4. rs a c:ndcd. ' r p t

2 A new triplicate set Of this RegIstration Certificate, Form AEC-43, may be used to report any charnge of information furnished by acgiirrant as required by §31. 1I(e).

If larger quantities or other forms of byproduct material than those speciried in the general iUcense of 10 CFR 31.11 arc requiled, an"Application for Byproduct Material License,' Form AEC-313, should be filed to obtain a specific byproduct material license. Copies ofapplication and registrasion forms may be obtained from the United States Atomic Energv Commission, Washington, D.C. 2054S, Attention:Miterials Branch, Directorate of Licensing, Regulation.
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