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U.S. ATOMIC ENrERGY COM'MISSION

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

svcie: Bureauj r~do.
38-RO 260

Section 31.11 of 10 CFR 31 establishes a gcnersl lcense authorzing physkians. dinicl laboratories, anC hospitals to osseacertain small qu ntities of byproduct material for In vitro clinical or laboratory tests no, involving the internal or xternal
admiristr2tion of the byproduct material or the radiation therefromn 1o human beings or animals. Possession of yproductmaterial under 10 CFR 31.11 is not authorized until the physician, clinical laboratory, or hospital has filed For AEC-483and received from the Commisrlo.1 a validated copy of Form AEC-483 with registration number.
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'. . . .

Mayvil:e T2iagnostic* &l-ealth Center
230 West ain .
Mayville, .i: 48744..;

. I hereby apply for a reestration numbef pursuant to
§31.11. 10 CFR 31 for use of byproduct materials
for (pTeose check one block only)

X a. Myself, a duly licensed physician authorized to
.dspense drugs in the practice of mcdicinre.

O b. The above-named clinica! laboratory.
O c. The above-ramed hospital.
4. To be completed by the Atomic Enerrv CommussionINSTRUCTIONS -

;. Submit this form in trip lcate WI
Director of licensing :

ATTN. Materials Branch
Refulation
U.S. Atomic Energy Comm1oisorl
Washington, D.C. 20545

2. Please print or type the nrme and pddreps
(including zip code) of thfl ritrstrnt
physicizs, Cdiicial laboratory1 Pi bcOpiltu
for whom or for which th1s rglstflxon
form i filed. Position the tsrst letter of the
address below the left dot and do not
extend the address beyond the riet dot.
(At AEC, a registration number Wifl be
assigned and a validated copy of Form
AEC-43 uill be returned.) - *

.'1, '

., ,, , .

FOR THE U.

Registration numbe

S. MUCLEAU CENJLAZ

T: 7147
'ORY COMMISSION

1gust 29, 1985-Shirley A. Crutch,

If thhs Is en inftaIrelrgstration keae Wth; space bionk - number to be
assigned by AEC If this is change of informatiorn from c preyious' y

regstered general licensee. inchide your regisircrion num er.)

.S. Irplacc of use is difierent fsorp addresi In Item I. please give complete addreci:

6. Certifi:ation:

I hereb) certify that:

a. ALX information in dtis regstration Certificate is true ane complete.

b. The segistrant has approp-iate radietion measurinj instruments to carry out the tesus for ahich byproduct material %-il be used under thegencral license of 10 CFR 31.11. The tests wilJ be performed only by personnel comprient in the use of the instruments and in thehundEng of the byproduct materiaIL

c. I understand that Commission regulations require that any change in the inrormat;on furnished by a registrant or this registrationcertificate be reported to the Diroctor of licensing, within 30 days frorr. the effective date of such. chante.

d. I have read and understand the provisions of Section 31.11 of AEC regulations 10CFR 31 (reprinted on the reVerse side ofhis forrn); andI understand that the regstrant is required to comply vith those provisions as tc a byproduct rateria' which hc r4 ivesS acquires,pOsscsses, uses, or transrers under the general lcexnse for which this Registration Certificate is red vth the Atomic En Ari' Commission.

Date August 6, 1985
Fpersor fi!ing form

Svpd Arif AhmpcL mfl-
1.Piw ed ncrrre end rule or poiino esnfugform

V~AR~NG-1 U.S.., Sctlon 2001; Act of Juno 25, 1948; 62 Stat. 749, makes 1t a crirntrnai eftfise to mrake a wJifully fase saltjitm.t or
ea s~attorl It any Cl*rartrrwent or apsricy of the Unlt~c States as It any mratter wlithin its lurisic;tion.i
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t.. %Di7) II %' L!. LIY -iAT I C_,S OF GENF RAL LICE NS E ., CF;; 31.11

§31.1 I General license for use of byproduct
materials for certain in vitro cliniceJ Cr
laboratory testing.

(a) A genera] licensc Is hei..by Issued to
any physician. clinica laboratory or hospitl
to receive, acquire possess, trnsfer 'or use,
for any or the following stated tests, in
accordznce with the provisions or pat.3..r'hs
(b), (o), (d), (e). and (r) cf Ilhii sectirri, the
following byproduct materials in prepackaged
units:

(I)lodine-12S in units not exceeding 10
rnicrocuries each fot use in in vitro clinical or
laboratory tests not involving internal or
external administration or byproduct islteri-
al, or the radiation therefrom, to humsn
beings or anlimals

(2) lodine-131. in units not exceeding 10
microcuries each for use in in vitro clinical
or Laboiatory tests not involving Interral or
exte nalY administration or byproduct mrteri-
al, o0 the radiation therefrom, to hjmart
beings or animals.

(3)Carbon-14, in units s: exceeding 10
micrcicuries each for use in in %itro clirl;W or
Laboratory tests not involving Internal or
external adrMinistration of byproduct mtedr-
alt or the rsdiation tberefrom, to human
beings or animals.

(b) No rerson shall receive, 'pcWqlre,
possess, use or transfer byproduct Mt-ertl.
pursuant to the general license estiblIshed by
pz2aaraph (a) or this section until he hus rted
Form AEC-483, "Registration Certifictte-Itn
Vitro Testing with Byproduct Material Under
General License', with the Director of licerts-
ing, U.S. Atomic Enerzy Commnnrjon, Wash-
ington, D.C. 20545, and received from the
Commission a validated copy of Form i
AEC-4E3 vitth registration number urslgnd.
Thc rcgistrant shall rurnish on Form AEC-483
the rouloving inrowmation and much othler
information as maI be required by that frorm

(I) Nae and address of the registrant;
(2) The Iocation of use; and
(3)A statement that the registrant his

appropriate radiation measuring iruatrunnts
to c--Ty out In vitro drkal or hboratory
tests with byproduct material as authorized
under the general license isn paragaph (a) of
this section. and that such Jests will be
perrormed 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 rnuaterial pursuant
to the gencriJ license established by paragraph
(a) of this section shall comply with the
followins:

(I)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-125 and/or iodine-131 in excess of 200
rrucrocurks.
'(2)The general licensee shall store the
byproduct material, until used, in the original
shipping container or in a container providing
equivaient radiation 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 OL'ss not transfer
the byproduct matenial to a person who Is not
authorized to receive it pursuant to a license
issued by the Commission or an Areerncnt
State,3 nor truansfes the byproduct material in
any mtanner other than in the unopened,
labeled shipping container as received from
the Siupplir.

(d) The general censre shall not neceive,
scquire, possess, or use byproduct material
pursuant to paragraph (a) or this section:

(])Except as prepackagte unJU which are
abeled in accordance with the proisions of a
spcific licence Issued under the provisioru of
r32.71 of this chapter or in accordance with

the provisions of a speciKc License issued by
an Agreement State, which authori2cs manu-
factur and distribution of icdine-125,
iodine-131, or carbon-14 for distribution to
persons generally Licensed by the Agpeement
State.

(2) Unless the following statement, or a
substantially timilar sta;trnent which contains
the information called for in the oloUowing
staterrent, appears on a label afflixe.' to each
prepackaged unit or appears in a leaflet or
brochure which accompanies the pacr. age:

This radioactisve material may be -eceive4,
acquired, possessed, and used only hy physi-
cw, cinical laboratories or hospitals and
only for in vitro cinjcal or laboratrw) tests
not involving internal or extern21 acirnin.stra.
tion of the material, or the radistion there-
from, to human beings or animals. It5 reeipt,
acquisition, possession, use, and transfier are
subject to the regulations and a general license
of the U.S. Atomic Enerrv Coirnmission Or of
a State with which the Commission has
entered into an areennent for the exercise of
regulatory authority.

Namne ofmanufacturer

(e) The registrant pcassessirg or usingbyproduct mrter.als under the ZcneJ license
of paragraph (a) cf ths section shall .- po.t in
writing to the Director of I icen ing :any
qhanges in the information furnished by-him
in the "Registnation Ccrtificate-In Vitro
Testirg with Byproduct Material Under
Gener-al License", Form AEC-483. T', repon
sts] be furrushed within 3Q days aster the
effective date of uch chance.

(f) Any person using byproduct mruterial
pursuant to the general licenee of parapaph
(a) or this section is exempt frorr t. reqire-
ments of Parts 19 and 20 of this wh pter with
respect to byproduct materials covcred by
tha: general license.

J

NOTES P

Star IC w!irch the Ccrr :ltrJcn has transferred crtlaih regu-'7ory avthorily over rjadioactive natenal by fcrrna' agretenenl purs,&r.t tosection 274 of the Atomic Energy Act of 1954, as Lnended.

IA new triplicate set of this Reeistrston Certificate, Form AEC483, may be used to rcport any change of information furnished by arregtant as required by §31.11(e).

If larger quantities or other forms or byproduct material than those specirlecd in the general license of 10 CFR 31.11 ar reequied, an"Application for Byproduct W'alc.- License,' Form A.EC-313. should be riled to obtain a specific byproduct material license. Copes of3p,plicaiorn and registration forms may be obtained riom the United States Atomic Energy Commission, Washington, D.C. 20545, Attention:Meri21s Branch, Directorate of LIcensing, Rgculation.
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