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WVlTH BYPRODUCT MATERIAL UNDER GENERAL LICENSE /

Section 31.11 of 10 CFR 31 esatbIuhes a genia icenste authorizing physichan, dirjcal laboratories and hospitals to poss_ertain small quanrties of byproduct mFrlerial for in vitro clinical oC laboratory tests not Involving the internal of exte easdministration of the byproduct material of the adiation therefrom lo human beings or animais. Possession of byprod csaterial under 10 CFR 31.11 Is not authorized until the physiean, dinical laboratory. or hbopitl has SiCd Form AEC 83and received from the CominissJon a validated copy of Form AEC-483 with registration number.

Community Laboratory, Inc.
2220 North Telegraph Road
Dearborn, Michigan 48128 I I hereby apply for a registration numbet pursuant to

§31.11. 10 CFR 31 for use of byproduct materials
for (please check one block only)

D a. Wyself, a duly licensed physician authorized to
disperse drugs in the practice of sredicine.

E .b. Ie above-named clinical lboratory.o e. The above-named hospital.
4. To be completed by the Atomic Energy CommissionINSTRUCTIONS

- 1. Submit this form In triplicae pl
Director of Ucenslnrg

ATTN; Materials Branch -
Regulation
U.S. Atomic EnergY Commisslorq
UWashington, D.C 20545

2 Please print of type the name and Iddrfigs
(including zip code) of t)p' ftrajwt
physiciaf, clinicsal laboratosry p; bhop5uI
for whom or for which th4 sestrrtion
form k filed. Position the fieri klter of the
address below the Ieft dot and do not
extend the address beyond the awgt dot.
(At AEC, a registration number wM be
assigned and a validated copy of Form
Arr.AR2 -4n ts -#..-- *-, .

Regfstration number.

r-or t H U.s. P'JCL RY cM ISS!OnI

EL3ISE E. Ult'Rh APRIL 18, 1936
Iff this Is an Intdrcregfstrefion. reAtr Mifpacebln fubetoe

regrteedenestlicensee. bnclude your iqiefilraSio number.)

3. lfplace of use isdirrerent tromp address In Item I.picase give complete address:

6. Certification:

I hereby certify that:

a. All information in this registration certificate is true and complete
I

b. The registrant has appropriate radiation Imesluring instruments to carry out the tests for which byproduct materia %V. be used under thegeneral license of 10 CIFR 31.31. The tests wil be performed only by persolnnl competent In the use of the Istrumts and in thehandling of the byproduct materils

c. I understand that Commission regulstions requirn that any change in the information furnished by a registrant on this rgistrationcertificate be reported to the Director of Licensing, within 30 days from the effective date of such change.

d. I have rad and understand the provisions of Section 31.11 of AEC regulations 10 CFR 31 (reprinted on the reverse &ide of thE form); andI understand that the registrant is rnquired to comply with those provisions as to all byproduct material which he receives acquires,possesses, uses, or trznsfers under the general license fox which this Registration Certificate iu filed with the Atomic Energy Commission.

Date 04/iR/86 DBy

~F~onflhinzfrm~
Irma H. Russo. M.D. mpdirai niar^ re~mm..-, 44.. I U

Printed name and rirk or position of person fig form

x_,WARNING-a u s~* S ctlen 3001: Act e June 25. 39sr; 62 StSL 74<i makes it a Criminal Offense to make a willfully false Slttement org ruresantatle te aly d.pautmen or aency ef the United States as to any matter wIthin Its jurisdletlion.



I- %1. ~710~%~ A.'. L?':. AAIC-?'.S OF GENERAL LICENSE 1' CF-R 31.11

§31.11 General license for use of byproduct
materials for certain in vitro culnld ot
laboratory testing.

(a) A general license I hei.:by Issued to
any physician, clinical laboratory or hospital
to receive, acquire possess, transfer, or use.
ror any of the following stated tests, In
accordance with the provisions or parasr hs
(b). (c), (d). (e). and (1) cf thhi sectirts the
following byproduct materials in prepackaged
wuts:

(I)lodine-J2S in units not exceeding 10
microcuries each for use in in vitro clinical or
laboratory tests not involving internal or
external administration of byproduct mstirer.
al, 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
of laborstory tests not involving Interns. or
external administration or byproduct umateri-
al. or the radiation -therefrom, to lbaman
beings or animals.

(3)Caybon-14, in units na.: exceeding 10
snicocuries each for use in in vitro dinric.W or
laboratory tests not involving internal at
external administration of byproduct materi.
al. ox the radiation therefrom, to human
beings or animals.

(b) No person shall receive, 'pcirum,
possess. use or transreer bproduct m'tetlal
pursuant to the general license established by
paragraph (a) of this section until he hau Led
Form AEC-483, * Registration Certillicat-an
Vitro.Testing with Byproduct Material Under
General License', with the Director of Liceis-

.InS, U.S. Atomic Energy Commission, Washb
inglon. D.C 20S45. and received from the
Commission a validated copy of Form
AEC-483 %ith re;istration number aspied.
The cpsistrant shall furnish on Form AEC.483
the following information and such othAr
information as may be required by that form:

M()X-ne and address of the registrant;
(2)The location of use; and
(3)A statement that the registrant has

appropriate radiation asuring Instruments
to carry out in vitro clirical of laboratory
tests with byproduct Vaterial as authorized
under the general license in paragraph (a) of
this aection, and that such tests will be
pertormed only by personnel competent in
the use of such instruments and in the
handling of the byproduct material

(c) A person who receives, aquires,
possesses or uses byproduct ma terial pursuant
to the generi license established by pararaph
(a) of this section shl comply with ft
following:

(])The general licensee shall not possess at
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-12S and/or lodine.131 in excess of 200
rnicrocuries.

(2)The genera! licensee shall store the
byproduct material. until used. In the original
shipping containe or in a container providing
equivalent radiation protection.

(3)The general licensee shall use the
byproduct material only fot the uses authort
bed by paragraph (a) of this section.

(4)The general licensee shal not transfer
the byproduct material to a person who I not
authorized to receive it pursuant to a license
issued by the Commission or an Agreement
State' not transfer the byproduct material in
any manner other than in the unopened,
labeled shipping container as recerved from
the supplier.

(d)The general licensee shal not recelve,
acquire, possess, or use byproduct material
pursuant to paragraph (a) of this section:

(l)Except as prepackaged units which mre
labeled In accordance with the polIalons of a
pecific license Issued under the provisions of
T32.7l of Ws chapter or in accordance Aith

the riovisions of spSpecific license issued by
an Agremenr Sta which authorizes manu-
facture and distribution of lcdine-12.,
iodint-131, or carbon-14 for distribution to
persons generally licensed by the Areemef
State.

(2)Unless the folloving statement, or a
aubstantially similar statement vwhich contains
the information called for in the iollowing
staternent, appears on a label affixe' to each
prepackaged unit or appears in a leaflet or
brochure which accomparies the pacd ape:

7?is radioactive material may be *ceived,
acquired, possessed, &ad used-only Ply phys.
Cans, clinical laboratories or hospit.als and
only faox in tro dinicaJ or laboratory tests
not ivolving InternS or exttrn2 administra
tion of the matcrial, or the rdiatiun there.
from, to human beings or animas. Mt receipt,
acquisition, possession. use, and transfer are
subject to the regulations and a general license
of the U.S. Atomie Energy Commribsion or of
a State with which the Commission has
entered Into an agretment for the exercise of
regulatory authority.

.......................
Name of manufacturer

(a) The registrant pcesessir;g or using
byproduct materials undei the gner4s license
of paragraph (a) of this aection shall .tpir in
writing to the Director of I ieair.ing any
4ianges in the information furnished by-him
In the "Registration Certirrcate-In Vitro
Testing with Byproduct Material Under
General Lc;ense", Form ABC483. The report
shall be furnished aithin 31 days after the
eflective date of euch chnge.

(f) Any person using byproduct material
pursuant to the general uicenwe of paragraph
(a) of this section is etempt from Ith reqZ irt
mcnts of Parts 19 and 20 of this hhatitet with
respect to byproduct materials covered by
that general license.

NOTES
IA State to which the Commission has transferred cert reulatory authority oer radioact material by rnsa agreernent. pursuant toetction 274 of she Atomic Energy Act of lP54. as anended.

2A new triplicate set of this Registration Certificate. Form AEC423. may be used to report any change of information furnished by arescIrani as required by §31.11(e).

If Intges quantities or other forms of byproduct material than those specified in the general license of 10 CFR 31.11 are required. an"Application for Byproduct Material License:' Form AEC-313. should be tried to obtain a specific byproduct material license. Copies ofapplication and registration forms may be obtained from the United States Atomic Energy Commission, Washington, D.C. 20S4S. Attention:Miterials Branch, Directorate of Licensing, Regulation.
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