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sdministration of the byproduct mteria! ar the pdistion

material undes 10 CFR 31,11 & not authorized until the ph
and received from the Commlssion a validated copy of Form A£C483 with registnation numbez,

Eommunity Laboratory, Inc.

2220 North Telegraph Road
Dearborn, Michigan 48128

INSTRUCTIONS -
-. 1. Submit this form in triplicate ]
Director of Licensing - .. -

ATTN: Matesials Branch - ° o -
Regulation - :
.U.S. Atomic Energy Commissl
Washington, D.C. 20548 ’

L Pilesse print or type the name and sddress
(including 2zip code) of the pegistrant .
physician, clinicial hbontory. p; bowpliad . -
for whom or for which thif reglitration
form ks filed, Position the firg! Jette: of the

- sddress below the Jeft dot and éo mot

. extend the address beyond the right dot
(At AEC, a registration number will be

assigned and ‘s validated copy of Form

AEC4E3 will be returned.) e )

US. ATOMIC ENERGY COMMISSION
REGISTRATION CERTIFICATE~IN VITRO TESTING
X WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE
Section 31.11 of 10 CFR b3} uub!k!;es [ gmcn! Ecense nuﬂwﬁz!ng physichans, dinical hbor'alcries. and hospitals to poss

~ certain small quantities of byproduct muteria! for in witro elinles! of Liboratary tests not fnvolving the internal er extersal ¢
thereflrom to human beings or animals, Possession of byprodect

ysitian, einical laboratory, or hospita! has filed Form AEC483

Form Approveg
Buogst Bureaw Ne.

FOR THE U.S. NUCLERR

9. .
3 1 hereby apply for a registration numbes pursuant to
§31.11, 10 CFR 31 for use of byproduct materials
for {please check one block only)
D o Myself, 2 duly Geensed physician authorized to
B dispense drups in the practice of medicine, '~
B b. The above-named ¢elinical 1aboratory, :
O ¢ The adove-named hospital.
4. To be completed by the Afomic Energy Commission
) Registration number: .

goog  °

-~ ) o
O
{1 this bs en initlc! registretion, lecve shis space blonk — number 10 be -

essigned by AEC. If this is & charge of information Jrom g previously -
registered generel licensee, include your registration number.)

ELJISE £, DARRY AFRIL 18, 1936

\/ 3. ll.' pjacx of use is different !’:orn addren ln ltem |, please give complete address:

6. Certification:

1 heredy certify that:

8. Allinformation in this registration certificate b true and complete.

b. The registrant has appropriate radistion 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 pesformed only by personnel competent in the use of the instruments and in the

handling of the byproduct materials.

€ 1 undesstand that Commission regulstions require that any change in the information

fumished by » registrant on this registration

certificate be reported to the Director of Licensing, within 30 days from the effective date of such change.

€. 1 have sead and understand the provisions of Section 31.11
1 understand that the regstrant & required to comply
posscsses, uses, or transfers under the general Lcense for

Date 04/08/86

Irma H. Russo, M.D.

with those provisions as to a¥ byproduct materia! which he
which this Registration Certificate is filed with the

Medical Director,

of AEC regulations 10 CFR 31 (reyrinfet on the reverse side of this form); and
reccives, acquires,
Atomic Energy Commission,

By %@"
~Sipmetare of person filing form

Community Laboratory, Inc.

Frinted name end title or position of person filing form

\TWAﬁNING—il U.S.C., Section 1001; Act of June 25, 194E; 62 Stat 749,

makes It a ¢crimingl gffenss to make 8 willfully false statement or

represantstion L any cepariment or agsncy of the Unlted States as to Ny matter within its Jurlsgiction,




CONDITIONS AND LIN.TATICNS OF GENTRAL LICENSE 35 CFR 31.1%

§31.11 General ticense for use of byproduct
msterials for certain in vitto clinical o
hboratory testing.

(3) A general license 8 her-by ksued to

any physician, clinical laboratory or hospital -

to receive, acquire, possess, transfer, ‘o1 use,
for any of ‘the following stated tests, in
accordance with the provisions of paragrzphs
{b), €©), (), (), and (N of 1his sectic.n, the
following byproduct materials in prepsckaged
vnits: '

(1) Jodine-125, in units not exceeding 10
microcuries each for use in in vitso clinical or
bboratory tests not involving internal or
external administration of byproduct materd
al, or the radistion therefrom, to human
beings or animals, :

(2) lodine.} 33, in units not exceeding 10
microcuries each for use in in vitro clinical
or Lbosatory tests not involving Internal or
external administration of byproduct materi-
al, o1 the radiation -therefrom, to human
beings or animals, o,

(3) Cardon-14, in units »ni: exceeding 10
miciocuries each for use in in vitro clinicgl of
Laboratory tests not invalving infernal o
external administration of byproduct materk
al, or the ndiation therefrom, to humm
beings o1 animals, .

(b)No person shall recelvs, “pequalre,
possess, use or transfer byproduct meterial
pursuant to the general license established by
puagraph (a) of this section unti] he has filed
Form AEC-483, *‘Registration Certificate—lIn
Vitro Testing with Byproduct Materlal Under
Genera) License™, with the Director of Licers-
.ing, U.S. Atomic Energy Commission, Waih-
ington, D.C 20545, and received from the

Commission a validated copy of Form

AEC-483 with registraion number assigned.
The scgistrant shall fumish on Forsm AEC-483
the following information and such other
information as may be required by that form:

(1)Name and address of the registrant;

(2) The Jocation of use; and

(Q)A satement that the registrant has
appropriste radiation measuring instruments
to camy out in vitro clinical o1 haboratory
tests with byproduct materhals as suthorkzed
under the general license i paragraph (a) of
this section, and that such fests will be
performed only by personne]l competent in
the use of such instruments and in the
handling of the dyproduct materials,

(c)A person who seceives, acquires,
possesses or uses byproduct material pursuant
fo the gencral license established by paragraph
(3) of this section shall comply with the
following: :

(1) The general licensee shall not possess at
ahy one time, pursuant to the general License
in paragraph (a) of this section, at any one

Jocation of storage or use a total amount of -
iodine-125 and/or jodine-13] in excess of 200

microcuries.
* (2)The general Gicensee shall store the

byproduct material, untll used, in the original -

shipping container or in a container providing
equivalent radistion protection.

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

(4) The general licensee shall not transfer
the byproduct material to a person who b not
authorized to receive it pursuant to a lcense
Issued by the Commission or an Agreement
State,' nor uansfer the byproduct material in
any manner other than in the unopened,
bdeled shipping container as received from
the supplies,

(d) The genena) Yoensee shall not recelive,
scquire, possess, or use byproduct materia)
pursuant to paragraph (a) of this section:

(1) Except as prepackaged unlts which are
Labeled In sccordance with the provisions of a

cific liense fssued under the provisions of

32.71 of this chapter or in accordance with .

:

the provisions of a specific Beense fssued by
an Agreement State, which authorizes manu-
facture and distibution of icdine-128,
iodine-131, or carbon-14 for distribution to
persons genesally licensed by the Agreemes
State, : -
(2) Unlexs the folowing statement, or
substantially similar statement which containg
the information called for in the rollowing

‘statement, appears on 3 label affixed to each

prepackaged wnit o7 appears in a leaflet or
brochure which accompanies the pact age:

. This ;adioactive material may be received,
acquired, possessed, and used-only by physi-
cians, clinjcal Liboratories or hospitals and

- only for in vitio clinical or laboratary tests
not involving Internal or extemal administra-

tion of the material, or the radiation there-
from, to human bdeings or animals. Ity receipt,
acquisition,” possession, use, and wransfe; are
subject 10 the regulations and a general license
of the U.S. Atomic Erergy Commission o1 of
2 Sute with which the Commission has
entered into an agreement for the exercise of
regulatory authorty, -

Name of manufactures -

(e) The registrant possessing or using
byproduct materials undes the genes:! license

of paragraph (a) of this section shall xpartin

writing to the Disector of licensing any
ghanges in the information furnished by him
b the “Registntion Certificate~In Viuo
Testing with Byproduct Materia) Under
Genenal License™, Form ABC-483. The report

shall be furnithed within 32 _days?:'fm the ’

effective date of such change, .
(f) Any person using byproduct material

pursuant to the general license of paragraph -

() of this section is exempt from th regGires
ments of Parts 19 and 20 of this che)ter with
respect to byproduct materials covered by
that genera) license. . :

—
r's

YA State 10 which the Commission ha» tansferred certain re
s¢cton 274 of the Atomic Eneigy Act of 1954, as amended,

24 new triplicate se1 of this Reglstration Certificate, Form AEC4383, may be used 1o seport any change of information furnished by a

regisirant as required by $31.11¢e)

- NOTES °*

gulatory avthority oves radioactive material by formal agreement, pursuant to

If luiges quantities or other forms of byproduct material than those specified in the jc'nenl License of 10 CFR 31.11 we sequised, an

“Application for Byproduct Material License,” Form AEC
application and segistzation forms may be obisined from th

Matesials Branch, Disectorate of Licensing, Regulation,

-313, should be filed 1o obtain 2 specific byproduct materia) license. Copies of
¢ United States Atomic Energy Commission, Washington, D.C. 20545, Attention:

¢ro 872. ad

-/




