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REGISTRATION CERTlFlCATE-—lN VITRO TESTINGV Lo “
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o, Sectxon 31. 11 of 10 CFR 31 cstabhshcs a general hcense authonzmg phyuclans. clinical labomories and hospuals 10 possess.-
\;—/ certain small quantities of byproduct material for in vitro clinical or laboratory tests not mvolvmg the internal or external -- -
administration of the byproduct material or the radiation therefrom to human bcmgs or animals. Possession of byyroduct~~

material under 10 CFR 31.11 is not authorized until the physician, clinical laboratory, ‘ot hospital has filed Foxm AEC-483

and :eocxved from thc Commxssxon a validated copy of Form AEC—483 with repstration number. B

*.
ot

S ©10440 7 Mile Rd.
» - Detrmt, Michigan

Duector of L:ccnsmg u_-,‘.,

“* “ATTN: Materials Branc];
Regulation R :
U.S.'Atomic Energy Commlssion
Washington, D.C.-20545 -

" 2. Please print or type the name and address -~ 70

(including -zip code) - of -the registrant =~ - |
" physician, clinicial laboratory, or hospital - * 7
" _for whom or fer.which. this registration.- .7
“form is filed. Position the first letter of :the:*
"address below- the left' dot-and donote—-i.:-
extend the address beyond -the right dot. °
(At AEC,  a registration-number“will be

'Dr R1chard Robmson _

3 ] hc;cby apPly for & xegima;lon numbcx putsuam ta
L §3l 11, 10 CFR.3] for use of bypmduct materials
e K for {please check one block only) :
.o B a “Myself, 3 duly’ hcenseq physxcmn authonzed ta
. " dispense drugs in the practice of mcdxcme
...+ O b, The above-named dlinical laboratory. . ...
-+ DO c Theabove-named hospital. = . '
4, To be complcled by the - Atomxc Energy Commxssnon

Shirley A Crutchfield \June 23 1982

- (If this is an mm'a! regzstmnon Ieave thu space blank - number to be
assigned by AEC. If this is a change of mformanon Jromu prewously

assigned and a validated —copy of me e : rugzstered general licensee, include your regufmflo-ﬂ nu(mber. } ‘

AEC-483 will bc retumed )

S

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

6. Certification: . S e : el
I hereby certify that:
a. All information_in this mgtstxatlon certificate is true and complete. .- Lt B R

b. The xegmtrant has appropnatc radiation measunng mstrumems to carry.out the,tests.for.whxch byproduct matenal will be used undcr the

d. 1 have read and understand the provisxons of Secuon 31.11 of AEC regulatxons 10 CFR 31 (rcprmtcd on the rcvexse side of this form), and
"1 understand that the registrant is required to comply with those provisions as to all bypxoduct material which he receives, acquires,
possesses, uses, Or transfexs under the general license for which this Registration Certificate is filed with the Atomic Energy Commission.

Wowras e

Signature of person filing form

Date By

.]>//‘7/]7?/

Dr, Richard Robinson
Printed name and title or position of person filing form

o AR

~

(

WARNING-—18 U.S.C., Section 1001; Act of June 25, 1948; 62 Stat. 749; makes It a criminal offense to make 2 wilifully false statement or
representatlon to any department or agency of the United States as to any matter within Its Jurisdiction.
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* laboratory testing,

“beings or animals,

AR Rk Vot

CONDITIONS

$31.11 General license for 15 of byproduct
materials for cettain -in’ vitro' clnical or

PR |

(@) A genceral license s hereby issued to
any physician, clinizal Liboratary or hospital
to receive, acquire; possess, transfer, op use,
for any’ of ' the fullowing stateqd tests, ‘In
accordance with the’ Provisions of paragraphs |
(), (c), (@), (e), anat ) of 1his section, the -
following byproduvt. imaterials in prepackaged
units: - .
(1) Todine:125, in unjrs not gyceeding 10
microcuries each for use in in vitto clinical or
laboratory . tests not involving Internal or
external administration of byproduct materi-
al, ‘or the 'radiation’ ‘hcrcfrom, to human

. in unjts not e"x:ut;edlng 10
in_in vitro clinjcal

2) lodine-131
microcuries ‘each for use

or laboratory tests not involving interpal or

external adminisiration of byproduct materi-, -
al, or the radialion,i)xcncﬁ_om, to human
beings or animals,” - T
T (3)Carbon-14, in uhis not exé2zding 10 -~
microcuries euch for use in in vitra cllr, cal or
laboratory tests not involving- irltemal" or
external administration of byproduct matexi-
a, or the radiation therefrom, to human
beings or animals. R et
(b)No person  shrall reccive, | in_cqu(re,
possess, use or transfer byproduct material
pursuant to the peneral license established by
Paragraph (a) of this section until he'has filed

e

Form AEC483, “Registration CertificateZIn .

Yitro Testing with Byproduct Materdal Under
General License™; with the' Director of Licens. |
ing,-U.S. Atomic Energy Commission, Wash-
ington, D.C, 2054S, and ‘reccived from. the
Commission a validated copy of Form

AEC-483 with repistration number assigned, _.

The registrant shall furnish on Form AEC483
the following information  and such other.
information as may be required by that form:

. tests with byproduct

.’in paragraph

|

/\\0(3']"~'t}

AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

[T chaetger o

.- (1)Name and address of the registrant; -
(2) The location of use; and )
(3) A statement that the registrant has

appropriate radiation measuring instruments

1o carry out in vitro

materials as authorized

under the general license in paragraph (a) of

this section, and that such tests will be °
personnel competent in:

performed only by
‘the use of such Instruments and in the
handling of the byproduct materials,
. {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: : ’ o
(1) The general licensee shall not possess at
any one time, pursuant to the general license
(2) of this section, at any one
location of storage or use a total amount of
iodine-125 and/or fodine-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 materisl only for the uses author-
ized by paragraph (2) of this section, .

(4) The general licensee shall not transfer
the byproduct materal to a person who is not

authorized 1o receive it pursuant to a license.

issued by the Commission or an Agreement
State,‘ nor transfer the byproduct material in
any  manner other than in the unopened,
labefed shipping container as received from
the supplier,. ., -

(d) The general
acquire, pousscss,’
pursuant to paragraph (a) of this section:
2. (1) Except as prepackaged units which are
labeled in accordance with the provisions of a

cific license issued under the provisions of
2;2.71 of this chapter or in accordance with

licensee shall not receive,

clinical or laboratory

. acquired,’ possessed,

. Writing to the

or use byproduct material

the provisions of a specific license issued by ‘;
an Agreement State, vshich authorizes ma- |
facture and. distribution of fodine
iodine-131, .or carbon-14 for distributic.

(2) Unless the following stalement, or a

substantially similar statement which containg

the information called for in the following

statement, appears on a label affixed to each

prepackaged unit or appears in a leaflet or

brochure which accompanies the package:

- This radioactive material may be received,

and used only by physi-

cians, clinical laboratories or hospitals and

only for in vitro clinjcal or labaratory tests

not involving internal or externul administra.

tion of the material, or the radiation there-

from, to human beings or animals. Its receipt,

acquisition, possession, use, and transfer are
subject to the regulations and a general license *
of the U.S. Atomic Energy Commission or of

2 State with which the’ Commission has

entered into an agreement for the exercise of

regulatory authority, = = .

. Name of manufacturer

® R als e ae 4y,

(¢) The - registrant possessing” or using
byproduct materials under the general license
of paragraph (a) of this section shall report in’
Director of Licensing any
changes in the information furnished by him
in the .“Registration Certificate~In Vitro
Testing “with Byproduct Material Under
General License™, Form AEC-483, The report

.- shall be furnished within 3g days after tr

effective date of such change,

() Any person using byproduct matcr'i‘z.\'if

pursuant to the general license of paragraph
(a) of this section is exempt from the require-
ments of Parts 19 and 20 of thijs chapter with
respect to byproduct materials covered by
that general license,

A State to which 1he
section 274 of the Atomic

~ 2 A niew ‘tiplicate sci of this Registration Certificate, Form AEC-483, may be

registrant as required by §iL11¢e). .

If larger quantities or other forms of byproduct material than those specified in the
“Application for Byproduct. Material ‘License,” Form AEC-313;

Commission has trunsferred ce
Energy Act of 1954,

NOTES

as amen

should be filed fo obtain

gencral license of 10 CFR

rtain regulatory authority over radioactive material by formal agreement,; pursuant tq .
ded, o .

_uséd_ go"r'cpoxt any change of information _f't_:fixished by a

311 ért_:‘r'cquired, an

a specific byproduct materia) license. Copies of

application and registration-fornts may be obtained from the United States Atomic Energy Commission, Washington, D.C. 20545, Attention:

Materials Branch, Dimctorqte.of Licensing, Regula_tion. .

T

GPO 872. 742

" persons generally licensed by the Agreem\mr‘/f’
State, ' ; i

i



