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U.S. ATOMIC ENERGY COMMISSION

1REGIST'RATION CERTI FCATE-lI VITRO TESTING
WITH BYPRODUCT MATERIAL UiNDER GENERAL LICENSE

Form Approved
Budget Bureau No.
38-RO 160

Section 1.11 of 10 ClR 31 establishes a gencral license authorizing physicians, clinical laboratories, and hospitals o possess
certai sall quantitiis of bproduct matcrial for in vitro clinical or laboratory tests not involving the internal or external
administration of the byproduict material or the radiation therefrom to hmnal beings or aninals. Possession of byproduct
material under 10 ClR 31.Jl is not roilorized until the physician, cinical laboratory, or hospital has filed Form AEC-483 and
received fron the Commission a validated copy of Form AEC-483 withl registration number. WMw th wrds "Atti c

hmsy cXlisslo" or "Mosim' appears L this rglitratios ty mma the Ret lea
taplatoW Cci"Im crested by Public 93-438 pd hecutive Owder No. 11834.
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3. hereby apply for a registration number pursuant to 
31.11, 10 CFR 31 for use of byproduct materials for
Jplease check one block onlY'

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

O] b. The above-namied clinical laboratory.

EJ c. The above-named hospital.

4. To be completed by the Atomic Energy Commissior
INSTRUCTiONS
1. Submit this form in triplicate to:

United States Atoin Energ.' Co mmision
Attention: Directorate of Licensing,

Materials Branch
Washington, D.C. 2545

2. Please pint or type the name and address
(including zip code) of the registrant
physician, clincial laboratory, or hospital for
whom or for whch this registration form is
filed. Position the first lette. of fhc address
below the left dot and do not extend the
address beyond the right dot. (At AEC, a
registration number will be assigned and a
validated copy of Form AEC-483 will be
returned.)

f Registration noiunber: 407

ti t U S set4i Cowdeso

clar E. Dtrsy Jurn 10 17
(Lease this space blank-number to be assignr'd by AEC)

S. If place of use is different from address in Item 1, please give complete address:

6. Certification:

I hereby certify that:

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

b. The registrant has appropriate radiation measuring instruments to carry out the tests for which byproduct material will be used tinder the
general license of 10 CR 31.11. The tests willbe performed only by personnel competent in the use of the instruments and in the handling
of the by product nateria]s.

c. I understand that Comnmsission regulations require that any change in the information furnished by a registrant on this registration certificate
be reported to the Directoiate of Licensing, Materials Branch, 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 (reprinted on the reverse side of this form); and I
understand that the registrant is required to comply with those provisions as to all byproduct material which he receives, acquires, possesses,
uses, or transfers under the general license for which this Registration Certificate is filed with the Atomic Energy Commission.

Date -5 - (P

"-t<o V? coco

By ,,

Sggnatof person filing forum (

*A. 0 O
Printed name and title or position of person filingforsn

WARNING-18 U.S.C., Section 1001; Act of JuLne 25, 1948; 62 Stat. 749; makes it a criminal offense to make a Vsiilif uily false statement or
representation to any department or agency of the United States as to any matter within its jurisdiction.



CONDITIONS AND LIMITATIONS OF GENEBRAL LICENSE 0 CFR 31.11

§31.1 1 General license for u of iodinc-125
or iodine-131 for in vitro clinical or
laboTatory testing.

(a) A general license is hereby issued to any
physician, clinical laboratory, or hospital to
receive, acquire, possess, transfer or use, for any
of thc foilowing stated tests, in accordance with
the provisions of paragraphs (b), (c), (d), (e),
and (f) of this section, the following byproduct
materials in prepackaged units:

(1) lodine-125, in units not exceeding 10
microcuiies each for use i vitro clinical or
laboratory tests not involving internal or
external administration of byproduct material,
or te radiation therefrom, to human beings or
animals.

(b) No person shall receive, acquire, possess,
use or transfer byproduct material pursuant to
toe gieneral license established by pararaphl (a)
ot this section unil he has filed Form
AlC-4t3, "Registraton Certificate--In Vitro
l'estin-g with Byproduct 1.llaterial Under Gencral
Iicense", with the Directorate of Licensing,
Ma terials Branch, U.S. Atomic Energy
Coninission, Washington, D.C. 20545, and
received from the Comtaission a valiiate d copy
of oril' AC4i83 wih resistration numbe r
assigned. The registrant sall furnish on Form
AEC483 the following information and such
other information as may be required by that
form:

( I) Name and adress of the registrant;
(2) The location of use; and
(3) A statement that the registrant has

appropriate radiation measuring instruilments to
carry Out in vitro clinical or laboratory tests
with yproduct materials as authorized under
the general licensc in paragraph (a) f this
section, and that sueh tests wil b erformsed
only by persotnel competent in the use of SUch
i,'¢"*. -.'r.","+ -"'d ite 1h.~ ~nrii1 of t.
byproduct materials.

(c) A person wiho receives, acquires,
possesses or uses byproduct nLrial pursuant
to the general license established by paLragraph
(a) of this section sl comply with the
following:

(I) The general liceisee shall lot possess at
any one time, pursuant to the general license in
paragraph (a) of this ection, at any one
location of storage 'or use a total aount of
iodiie-125 and/or iodine-131 in excess of 200
microcuries.

(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 tile uses authurized
by paragraph (a) of his section.

(4) The general licensee shall not transfer
the byproduct material to a prson who is not
authorized to receive it psuant to a license
issued by the Commission or an Agreemeist
State,' nor transfer the byproduct ma-eiia in
any manner other than in the unopened,
labeled ship i co't:oer as -eived from he
supplier.

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

(1) Except as prepackaged units .vhich are
labeled in ccordance with the provisions of a
specific license issued under the provisions of
§32.71 of this chapter or in accordance with
the provisions of a specific license is;ued by an

A State to which the Comnission has
transferred certain regulatory athority over
radioactive n;-itcrial by formal agreement,

t t n seitwo 224 " t At-ir Fne-,

Act of 1954, as amended.

Ag rec ment S tte, v ich al thoriies
manlfa cture and distri!ution of i(dinc-1': or
iodine-i 3 1 for distribution to persi s r-ncserAy
licensed by the Agreeicat State.

(2) Unless the foeleowing state nent, or a
substa itially sinl l~ar tat,:mcn. il con itsi0s
the informs tion called for in he following
statement, appears on a label affixed to cakch
prepa.Tlck ageul nit or appcars in leaflet or
brochure which accompanies the package:

IThis radioactive matcrial may be received,
:acquired, possesed, and used only by
physicians c iical laboratorices or hospitals and
onlv tor i vitro clinical or laboratory tests not
invo!ving internal or Cxternal adissinistracioni of
the 01 terial or the radia ltio ticcefrom to
1li n : n be ings or .ii i als. Its receipt,
acquisition, possession, 11Cs, ad transter are
subject to the rcota seioll .a general license
of Cle U.S. Atomic Energy Coininission or of a
State with whictil ih Cominl1ssioll ;as cmiteced
into an agrecoert or hc execcise of reglulatory
authority.

Naine of nanulfacturer

'I'tie registra ct posscsing or using
byproduct materials under the gencral license
of paragraph (a) of this section shall report in
writing to the Directorate of Licensing,
Materials Branch, ay changes in inforimiation
furnished by him in the "Registration
Certificate-In Vitro Testing with Byproduct
M aterial Under General License", Form
AEC- 4Zg3. The report shal be furnished within
30 days after the effective date of such change.

(f) Any person using byproduct material
pursuant to the general hcense of paragraph (a)
of this section is exempt from the requirements
of Part 20 of this chapter vithi respect to
bvilroduct materials covered bv that ceneral
license.

NOTE

If larger quanti'ies or other forms of byprodu.ct material than those specified in the general license of 10 CFR 31.11 are required, an
"Application for Byproduct ;Matcial License," Form AEC-3 13, Should be iled.l to obtain a specific byproduct material license. Copies of application
and registration orls may be obteitard from the United States Atomic .;nergy Comiosission, V'`astitigton, D.C. 2054tS, Attention: Materials Branch,
Directorate of Licensing.


