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' . ~ REGISTRATION CERTIFICATE—IN VITRO TESTING
T . ‘ ’ WITH BYPRODUCT MATERIAL URNDER GENERAL LICENSE

Section 31,11 of 10 CFR 31 establishes a general license authorizing physicians, clinical laboratories, and hospitals to posse:
certain snuall quantitics of byproduct material for in vitro clinical or laboratory tests not involving the internal or externil
administration of the by product material or the radiation therefrom to htuman beings or animals, Possession of byproduct
material under 10 CFR 31.11 is not authorized until the physician, clinical laboratory, or hospital has filed Form AEC-483 and -
received from the Commission a validated copy of Form ALC-483 with registration number, -

3. I hereby apply for a registration number pursuant to §
31.11, 10 CFR 31 for use of byproduct materials for
{please check one block only)

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

e e Do
st Clain Mediel Cenden
210 ok*\'l/\ C.O\M‘MCR.CM\
g“( Ckm& M15500Kt 63077

- : ' R N : 4, To be completed by the Atomic Energy Commission
- - lNSTRUCTIONS A e ;
’ 1..Submit this [’orm in triplicate to:
“United States Atomic Energy Commission
‘Attention: Directorate of Licensing,
Materials Branch
Washington, D.C. 20545
2. Please print or type the name and address
(including zip code) of the registrant
physician, clincial Jaboratory, or hospita! for
whom or for whch this registration form is
filed. Position the first letter of the address
below the loft dot and do not cxtend the
address beyond thc right dot. (At AEC, a
registration number will be assigned and a
validated copy of Form ALC- 483 will be
. returned.)

[ b. The above-named clinical laboratory.

{3 c. The above-named hospital.

Registration number:

2615

U, S+ ATOMIC EMERG

BY: nmber to be assigned bf}r//‘é_lt{ 74

Clarence-A, Heb:

5. 1f place of use is different from address in Item 1, please give complete address:

6. Certification:

- 1 hercby certify that:

‘a. All information in this regix‘tmtion certificate is true and complete.

b. The registrant has appropriate radiation measuring insttuments to carry out the tests for which byproduct material will be used under the
general license of 10 CIR 31.11. The tests will be performed only by personnel competent in the use of the instruments and in the handiing
of the byproduct materials,

c. I understand that Commission regulations require that any change in the information furnished by a registrant on this reystrntlon certificate
be reported to the Directorate of Licensing, Materials Branch, within 30 days from the effective date of such change.

d. T 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 1
understand that the registrant is required to comply with those provisions as to all byproduct material which he receives, acquires, possesscs,
uscs, or transfers under the general license for which this Registration Certificate is filed with th" Atomic Energy Commission.

Bd/,, ol O

Date

ey 4 16
Geé@a_g A Pe‘k'été . O.’O.

Slgnanﬂ of person filing form

Printed naine arePlitle or position of person filing ﬁm:z

WARNING~18 U.5.C., Section 1001; Act of Junc 25, 1848; 62 Stat. 749; makes it a criminal off{ense to make a willifully false statement or
representation to any departrnent or agency of the United States as to any matter within its jurisdiction,




or iodinc-131
laboratory 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 the following stated tests, in accordance with
the provisions of paragraphs (b), (c), (d), (e),
and (f} of this section, the following byproduct
materials in prepackapged units:

(1) Iodine-125, in units not exceeding 10
microcuries each for use in vitro clinical or
laboratory tests not involving internal or
external administration of byproduct matarial,

or the radiation therefrom, to human beings or

animals,

(b) No person shall receive, acquire, possess,
us¢ or transfer byproduct material pursunant to
the general license established by paragraph (a)
of this section until he has filed Torm
ALC483, “Registration Certificate~In Vitro
Testing with Byproduct Material Under General
License”, with the Directorate of Licensing,
Materials Branch, U.S, Atomic Energy
Commission, Washington, D,C. 20545, and
received from the Commission a validated copy
of Form ALEC-483 with registration number
assigned. The registrant shall furnish on Form
AEC-483 the following information and such
other information as may be required by that
forin:

(1) Name and adress of the registrant;

(2) The location of use; and R

(3) A statement that the registrant has
appropriate radiation measuring instruments to
canty out in vitro clinical or laboratory tests
with byproduct materials as authorized under
the general license in paragraph (a) of this
section, and that such tests will be performed
only by personnel competent in the use of such
instruments and in the handling of the
byproduct materials.

for in vitro clinical or.

possesscs or uses byproduct material pursuant
1o the general license established by paragraph
(@) of- this section shall comply with the
following:

(1) The general ticensee shall not possess at
any onc time, pursuant {o the gencral license in
paragraph (a) of 1this scction, at any one
tocation of storage or use a total amount of
jodine-125 andfor iodine-131 in excess of 200
microcurics.

(2) The gencral licensce s]mll( storc the
byproduct material, until used, in‘the ormn.ll
shipping container or in a Lonmmer provndmg,

\__cquwaknt radiation’ protcclxon HABR '( i

(3)_The__general hcc_mce shall; use. the
byproduct maferial only for the uses authomed

by paragraph (a) oflhxs acc.mn." .y / il

(4) The gcneral hcexme shiall not trdnsfer
the byproduct material to a person who is not
authorized to receive it pursuant to a license
issued by the Commission or an Agrecment
State,! nor transfer the byproduct material in
any manner other than in the unopened,
labeled shipping container as received from the
supplier.

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

(1) Except as prepackaged units which are
labeled in accordance 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 issued by an

"A" State to which the Commission has
transferred certain regulatory authority over
radioactive material by formal agreement,
pursuant to section 274 of the Atomic Energy
Act of 1954, as amended.

manufacture and distribution of iodine 125 or
iodine-131 for distribution to persons geners™
licensed by the Agreement State.

(2) Unless the following statement, o
substantially similar statement which contab
the information called for in t(he following
statement, appears.on a label affixed to cach
prepackaged unit or appears in a leaflet or
brochure which accompanies the package:

This radioactive material may be received,
acqun'ed poqsmed\ and  used only by
physluar\s ¢ Inncal Jlaboratories or hospitals and
only forin vitro clmv‘a. or laboratory tests not
ln\'ol\mg' internat or Cxternal administration of
the 'idaterial! of' tie radiation therefrom to
humnn 'bélm,s,-or animals.  Its  receipt,
mquxsvmn.‘p')sﬁunon. use_ and transfer are
subject to the rugukmons and a geneéral license
of thq U,S. Atmmc Lnergy Comrmission or of a
State with which thé Commission has entered
into an ng'recment for the exercise of rcgulatory

auth !y.
.._...‘9..‘.. Whwits.. ; ne ..
Numf of mdnufacturcr
(e) The registrant possessing or using

byproduct materials under the general license
of paragraph (a) of this section shzll report in
writing to the Dircctorate of Licensing,
Materjals Branclh, any changes in information
furnished by him in (e “Registration
Certificate—In Vitro Testing with Byproduct
Material Under General License”, Form
ALC- 483. The report shall be furnished within
30 days after the cffective date of such change,
(f) Any person using byproduct materi-®

pursuant to the genceral license of ').\m-rrapl

of this section is exempt from the requirem

of Part 20 of this chapter with rcspuct\,/

byproduct materials- covered Ly that general
license.

[ '.‘
B CONDIT!ONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11
§31.11 General license for use of iodine-125 (¢) A . pcréon who receives, -acquires, Agreement State, which asuthorizes «

NOTE

If larger quantities or other forms of byproduct material than those specified in the general license of 10 CFR 31.11 are required, an
“Apnlxc.mon for Byproduct Material License,” Form ALEC-313, should be filed to obtain a specific byproduct material license. Copies of application
and registration forms may be obtained from the United States Atomic Lmu,y Commission, Washington, D.C. 20545, Attention: Matcriats Branch,

Directorate of Licensing,
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