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1a REGISTRATION CERTIFICATE—IN VITRO TESTING Soenoaca e

10 CFR 31 .
. WITH EYPRODUCT MATERIAL UNDER GENERAL LICENSE

Scction 31.11 of 10 CFR 31 cstablishes a general license suthorizing physicians, clinical laboratories, and hiospitals to possess
_cerfzin small quantities of byproduct materiai for in vitro clinical or labozatory tests not involving the interal or external
. 2dministration of the bypmduct matarial or the radiation thercfrom to huinmn beings or animals. Possession of bypreduct )
\_/-' ~ material under 10 CFR 31.11 is not authorized until the physician, clinical Iaboratory, or hospital has filed Form AEC-483 .
: and reccived from the Commission a validated copy of Form AEC-483 with 1egistration number.

e e e e L o - . e
/\1 NATHAY u;s:m»»v /‘7D S S
: - . - 7 3.1 hereby apply for a registration ninmber pursuant fo
; e : /’00 /9”’4 Al ﬂws - PR §31.11, 10 CFR 31 for use of byproduct materials
g - ) o t {please check one block only)
b ﬂ4n7‘ﬂ" ap C?" 06'/011 ‘ . Myself, a duly licenzed physician authorized to
: ’ : R e et -dispense drugs in the practice of medicine.
2 T ) : o T ’ ’ R “ [ b. The above-named clinical laboratosy.
i o . - O c. ‘The above-namad hospital.
.- : NSTPUC'fIbNS - 4. To b completed by the Afomic an'hy Con*mxs sion
G 1. Submit this form in tnphcatc to:
: AR Ditector of Licensing T : S . e R"Tg_sf?‘_“on number: —-. . 5039
S - terials 2l : .
T chﬁ;’:ﬂ“*‘ eridls Branch o - FORTHE _U. S. NU TORY COMMISSION

U.S. Atomic Energy Commission . T -
Washington, D.C. 20545 - - o
2. Dleasc print or type the name and address k
" “(including 2ip code) of the registrunt
. physician, clinicial laboratory, or hospital
~“for whom or for whicl: this regxslratlcn - s
form js filed. Position th<¥ first leier of the
address below the left dot and do not
extend the address beyond the right dot,
(At AEC, a repistration number will lLe
assigned and a. validated copy of- Foims
AEC-483 \111 be xc(umed.) . S ' .

une 13 » 19 79

ave this space blank — number to be

assigne8 by AEC. If thisisa chcngc of mfmmrno" from a previously
jeglsterod gericodd Lcensee, include your regisivaiion ivaraber.}

\/ - 8. I place of use is different from address in Item 1, pleasc give conuplete address:

-6. Certification:
1 hex_eby certify that:
a. All information in this registration certificate is true and complete,

The rcfififant has zppropriate radiation measuring instrunients to carry out the tests for which byproduct material will be used under the
gcneral Beense of 10 CFR 31.11. The tests will bz pcrf'wm‘cd only by pvrsonncl competent in the use of the insiruments and in the
.hamdlmt7 of the bypxoduct materials.

¢ I understand that Commission regulations require that any change in the information furnished by a regjstrani on this registration
certificate be reported to the Director of Licensing, within 30 days from the eifective date of such change.
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.

| d. I have rcad and understand the provisions of Section 31.11 of AEC r:gulatious 10 CFR 31 (reprinted on the reverse side of this fonﬁ); and
4 . I uvnderstand that the registrant is required to comply with those provisions as to all byp oduct material wi fic reccives, acquircs,
: posscsses, uses, or transfers under the general license for which this Registration Cergificate is filed with tl Energy Commissioa,

: “\l | Date K/Z 7/7 ?
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Printed name and title or position of person filing form

\\/ WARRING=-18 U.5.C,, Section 1001; Act of June 25, 1948; 62 Stat; 749; makes 1 a crhininal offense to make a wiilfully taise stetement or i
represzntation to any department or agency of the Upiled States 03 10 eny matter within Its Jurisdiction, |
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CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10CFR 31.11

831.11 General license for use of byproduct
materials for certain in vitro clivizal or
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
(), (c), (d), (e), and () of this secticon, the
following byploduct materials in prepackaged
units:

(1) Iedine-125, in units not u‘cecdmﬂ 10
microcuries each for use in in vitro clinical or
Iaboratory tests not involving internal or
externzl administration of byproduct materi-
al, or the rudiation therefrom, 1o human

~ beings or animals,

(2) Iodinc-131, in units not exceeding 10
microcuries cach for use in in vitro clinical
or laboratory tests not involving internal or

to human
beings or animals.
(3) Carbon-14, in units not excceding 10

microcuries each for use in in'vifro clinical or,

laboratory ftests not involving intcrmal or
external administration of byproduct materi-
al, or the radiation therefrom, to human
beings or animals. .

(b)No person shall receive, acquire,
possess, use or transfer byproduct material
pursuant to the general liccnjc cstablished by

Form AEC-483, *‘Registration Certificate~in’
Vitro Testing with Byproduct hMaterial Under

General Licence™ with the Diractar of Licens-

_ing, U.S. Atomic Energy Commission, Wash-

ington, D.C. 20545, and rcceived from the
Commission a validated ' copy of Form
AEC-483 with registration number assigned,
The registrant shall furnish on Form AEC-483
the following information and such other

_informalion as may be required by that form:

(1) Name and address of the rcp,lstr

(2) The location of use; and

(3) A statement that the nglSlLL’lt has
appropriate radiation macasuring instruments
to carry out in vitro clinical or laboratory
tests with byproduct materials as authorized
under the generyd licenss in paragraph (a) of
this section, and that such tests will be
perfornicd only by personnel competent in
the use of such instruments and in the
handling af the byproduct materizals,

(c) A person who receives, acquires,
possesses or uses byproduct material pursuant
to the general license established by paragraph
(a) of this section shall comply with the
following:

(1) The general licensee shall not po sess at
any one time, pursuant to the general license
in paragraph (a) of this scction, at any one
location of storage or usc a total amount of

. jodine-125 md/or iodine-131 in excess of 200
-external administration of byproduct materi- -
. al, or the radiation therefrom,

microcuries,

(2) The general licensce shall store the
byproduct material, until used, in the original
shipping container eor in a container providing
equivalent radiation protection,

(3)The gencral licensec 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 is not
authorized to receive it pursuant to a license

- issued by the Commission or an Agreement
" paragraph (a) of this section until he hes filed~._

State,” nor transfer the byproduct material in

‘any manner other thsn in the unopened,

Iabeled shipping container as rcccxvcd from
the l‘ln\(\hnr
(d)'l'v' gencral hc.nsq, shall not receive,
acquire,  possess, or use byproduct material
pursuant to paragraph (a) of this section: -
(1) Except as prepackiged 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 lizense issucd by

an Agrecment State, which sutherizes manu-
facture and  distribution of
fodine-131, or carbon-14 for distribution
persons generslly licensed by the Agreene
State,

(2) Unless the folfowing statcment,
substantially similar statement which contaiirs
the information cezlled for in the foliowing
statement, appears on a label affixed to cach
prepackaged unit or appears in a leaflet or
brochure which accompanies the packoge:

This radioactive material may be received,
acquired, posscssed, and used only by physi-
cians, clinical laboratories or hospitals and
only for in vitro clinical or laboratory tests
not involving internal cr external administra-
tion of the material, or the 1adiation there-
from, to human beings or animals, Its 1eceipt,
acquisition, possession, use, and transfer are
subject to the regulations and a general license
of the U.S. Atomic Encrgy Commission or of
a State with which the Commission has
enicred into an agrecment for the excrcise of
regulatory authority.

Namc of manufaciurcr

(e) The ~registrant possessing or using

byproduct materials under the general license
of paragraph (a) of this section shall report in
writing to- the Director of Licensing any.
changes in the information furnished Ly him -

in the “Registration Certificate--In' Vitro
Testing with Byproduct Material Under
General License™, FForm AEC483. The report
shall bo fumishcd within 20 duys afici o
effective date of such change.

(f) Any person using byproduct mate
pursuant to the general license of paras

ments of Parts 19 and 20 of this chapter
respect to byproduct materials covered by
that general license.

NOTES
A tate to vl ich th ¢ Commission has transferred certain regulatory authority over radioactive malenal by formal agrcement, pursuant {o
szcton 274 of the A:ox’c Encigy Act of 1954, as amended. -

2A new trip!icdtc set of this Regisfra(ion Certificate, Form AEC-483, may be used to report any change of information furnished by a

registrant as required by _:§31. 11(e).

If larger quantities or other forms of Lyproduct material than those specified in the general license of 10 CFR 31.11 are required, an
“Application for Byproduct Material License,” Form ALC-313, should be filed to obtain a specific byproduct material license. Copies of
application and registration forins may be obtained from the United States Atomic Energy Commlssxon Washington, D.C. 20545, Attention:
Materials Br:mch Directorate of Licensing, Regulation,
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