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) 10 CFR 31 REGISTRATION CERTIFICATE-IN VITRO TESTING

Budget Burcau No,

38--RO 160 4
WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE . ‘
. i
Section 31.11 of 10 CFR 31 establishes a general license authorizing physiciuns, clinical laboratorics, and hospitals to possess :
certain small quantitics of byproduct material for in vitro clinical or laboratory tests not involving the internal or cxternal H
" administration of the byproduct material or the radiation therefrom to human beings or animals, Possession of byproduct
v material under 10 CFR 31,11 s no

t authorized until the physician, clinical laboratory, or hospital has filed Form AEC483
validated copy of Form AEC<483 with rc

gistration number. Wherever the words "At ic Z
Energy Commission” or "Commission" appear in this registration, they mean the Nuclee
Regulatory Commission created by Public Law 93-438 and Executive Order No. 11834, i
?’,:W/LL/ MEdIC/PE ASS, L,

o =3393F CLs/o D

) /;\)7’, /‘f/‘(!///é-/y") 4.{’(0/0

and received from the Commission a

3. I hereby apply for a registration number pursuant 1o
31.11, 10 CFR 31 for use of byproduct materials - -
for (please check one block only,
0O a Mysclf, a duly licensed physician authorized to

b
dispense drugs in the practice of medicine.

w1, The above-nuned dlinical laboratory.
¢. The above-named hospital,

4. To be completed by the Afomic Encrgy Commission !

INSTRUCTIONS
1. Submit this form in triplicate to:

Director of Licensing

ATTN: Materials Branch

Regutation -

U.S. Atomic Energy Commission
Washington, D.C, 20545

Please print or type the name and address
(including zip code) of the registrant
physician, clinicial lIaboratory, or hospital
for whom or for which this 1cgistration

Registration number:
3 ~ . '

3667
legulatory Commission

- For the U, §,

form is filed. Position the first letter of the
address below the left dot and do not
exfend the address beyond the right dot.
(At AEC, a registration number will be
assigned and a validated copy of Form

BYs

May 11, 1976

{1f this is an initial registration, leave this space blank — number to pe
assigned by AEC. If this is a change of information Jroin a previously

registered general licensee, include Your registration number. ]
AEC-483 will be returned.)

If place of use iy different from address in Item 1, please give complete address:

{
e o e e s e b v e e L o ,_}:.‘,A -

6. Certification:

I hereby certify that:

it

a. Al information in this registration certificate is true and complete,

b. The registrant has appropriate radiation measuring instruments to carry o

ut the tests for which byproduct material will be used under the
general license of 10 CFR 31.11. The tests will be performed only by personnel competent in the uss of the instruments and in the
handling of the byproduct materials,

¢ I understend that Comission regulations require that any ch
certificate be reporte

ange in the information furnished by
d to the Director of Licensing,

within 30 days from the effective date of such change.

d. I have read and understand the provisions of Section 31.11

I understand that the registrant is required to com
possesses,

a registrant on this registration

of AEC regulations 10 CFR 3] (reprinted on the reverse side

ply with those provisions as to all by

of this form); and | !
uses, or transfers under the general ficense for which this

product material which he receives, acquires,

Registration Ccrtifg is fﬂyvith he Atomic Encrgy C nission. ) E
£
By , Ay r\& Q@ |

- '.'S'Mmrc oﬁ%u f%‘ng Jorm i :

Date _j/-') e 7é

L. d, SEGLoVES  D-D,

Printed name and title or position of person filing form

‘\ SNING—-18 U.S.C,, Section 1001; Act of June 25, 1948; 62
‘r—/ representation to any department or

ezt e

Stat. 749; makes it a criminal offense 1o make

a wiltfully false statement or
agency of the United States

as to any matter within its Jurisdiction,




e e

CONBITIONS

§31.ll General license for use of byproduct
maicriads for «certain in vitro  ¢linical or

- luboratory testing.,

(1) A general license is hereby issued to
any physician, oinical laboratory ‘ur hospital
to receive, acquire, possess, .traastér, or use,
for any of the following stated tests, in
accordance with the provisicns of paraygraphs
(b), (c), (@), (e), and () of this secticn, the
following byproduct materials in prepackaged
unils:

(1) fodine-123, in units not excecding 10
microcurics cach for usc in in vitro ¢linical ot
laberatory tests not involving internal or
exterral administration of byproduct materi-
al, or the radiation thetelrom, to human
teines o animals,

(2) Jodine- 1"1, in units not exceeding 19
m-uommu each for as2 in in vitro clinical

external JL'X"nl\lL.U(H\ of byprc-luct mater
al, or the rodiation therefrom, o huraan

_beings or animals.

(3) Carbon-14, in units not exceeding 10
microcuries each for use ia in vitro clinical or
laboratory tests no! invclving internal or
exteinal administretion of byproduct materi-
al, or the radiation thercfrom, to human
beings or animals, )

{b)No person shall receive, acquire,
pessess, use or tronsfer byproduct material
pursuant to the general Lcense established by
paragraph (a) of this section until he has filed
Form AEC-433, *“‘Registration Certilicaie—In
Vitro Testing with Byproduct Material Under
General License”, with the Director of Licens-
ing, U.3. Atomic Encigy Conucission, Wash-
ington, D.C. 20515, and received from the
Cemmission a  wvalidated copy of Foun
AEC-433 with registration number assigned.
The registrant shall furnish on Form ALLC-433
tire following infonmation and such other
information as may be required by that form:

(ER A L PANBL AN Y

AND LlP;‘HTATIONS OF GENEAL LICENSE 10CFII 3111

(1) Namie and address of the registrant;

(2) The ocation of use; wed

(3) A statement that the reeistrant has
approgriate radintion measuting instruments
to carry out in, vitro clinical or laboratory
tests with byprouuct materials as authorized
uader the general license in paragraph (a) of
this scction, and that such tests willy te
performed only by personnei competent in
the use of such lustrumients and in the
handling of the Lyproduct materials, o

() A person  who receives,

to the general license established by paragraph
(@) of thiy section shall coply \mh the
foliowing:

(1) The gencerat licensee shall not possess at
any ong time, pursuant to the general license
in paregreph (o) of this sceciion, at any one
lecation of storage 0. use a fotsl amount of

ALy

xrucml.nncs

(Z)The general licensee shall store the
byproduct material, until used, in the original
shinping centainer or in a container providing
cyuivalent r'adiaticm protection,

(2) The, general licensee shall use the
b/product matnml only for the uses author-
ized by paragraph (a) of this section,

{(4) The general licensce shall not transfer
the byproduct material to a person who is not
authorized to receive it pursuant to a license
issued by tlie Commission or an Agreement
State,” nor transfer the by product material in
ainy muanner other than in the unopened,
labeled shipping container as received from
the supplier.

_ (d) The gencral lccnsee slisll 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

acquires, |
" possesses or uscs byproduct material pursaant

00

. statement,

substantially sunilar statecicas which

the pmwsmns of a <rcul,t, leense issued by
an Agreenient State, which authorizes mtnues
facture  and  distribution  of iodine-128,
iodine-131, or c¢arbon-14 for distribution to

persons gencrally licensed Ly the .'\frumcnc

b"llu. .
(2) Unless thc fmlowmp ﬂxatumnt or a
vontains
fae information called” for in the following
appears on-a label affixed to cach
pre p.ukamd anit of appears in a leaflet ot
bror hure which scecmpanies the pe «Xage:
““I'hid radioactive muterial may b reccm.d
acquired, possessed, and used only hy pl“'u-
cians, clinical laboraterics or hospitals and
only for in vitro clinical or Waboratory tests
not wvaelving internad or external administra-
ticn of the materiad, or the radiation there-
from, to humun beings ur animals, [ts weceipt,
aceuuisition, posse worx use, 1n.l rrszcr are
sl ; i :
of LLL U.S. Atomic T .uvy Cammx.‘smn of ot
a State with which the Commission has
entered into an agresinent for the exercise of
regulatory authority.

Name of .ndnufar‘turnr
{e) The segistrant possessing or using
byproduct mite
of parszraph (&) of this secticn shall report in
writing to the Director of Licensing any
changes in the informiaticn furnished by him
in the “Registration Cerlificate~In Vitro
Testing  with  Bypreduct  Material  Under
Gereral License™, Form AEC-483, The teport
shall b2 fnrmc‘wd wAthin 30 days oftee 1he

A 1
e Fe o e iaadal
v¢ date'of cuch change,

AP
effecih

() Any person using byproduct material
pursuant to the general license of paragraph
(2) of tiiis section is exempt from the require-
ments of Ports 19 and 20 of this chapter vith
respect to byproduct materials covered by
that general license, ’

.
chotha \_'i‘i et has,

Lo srate 1o wn

trevefona ! eartairrepul tory suthorit

MOTES

section 274 of the Alon ic Enewgy Act of 1954, as ameanded,

7 over idiozetive material by femjal cormement,

ZA new triplicate set_of this Registration Ccrtmcatc, Ferm AEC-433, may be used to report any change ofmft‘rn‘.::imn fuinished by a

111

registrant as required vy

If larger quaatities or other forms of byproduct material than thoss specificd in the general license of 10 CFR 31.11 are required, an
“Application for Byproduct Material License,” Form AEC-313, should b—‘ liled . to, obtam a specitic byproduct material license. Copics of
application and registration forms may be obtau‘ccl from the United States Alomtc. nergy Comrmsslon Washington, D.C, 22545, Attenticn:

Materials Branch, Directorate of Licensing, Regulation,. PR ,

WWOD ATHIRE U

GPO 872.042

rials under the general Jicense

pursuant to

W



