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U.S. ATOMIC ENERGY COMMISSION

REGISTRATION CERTIFICATE-IN VITRO TESTING
WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE
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- - Secfto 32.31 of t CFX 31 evablishes a seneral licens tautotihinjt physicians. clini21 laboratotirs. and bospitabl to pratios cefthIn amsal I
auantitel od byproduct material ot im vitr clinical or labotory sts not involving the intermal or extrrnal adminiatratiof dhe byproduct
material or the nsdiatkin therefrom to human being or animals. Pomsesion of byproduc tnmtrial wider 10 CF1 .1 1 is not ,uthoried unl
the phywian, clinical laboratory, oat bopiul has lied Form AEC,403 and rectived from the commision ts waalidated copy of form AEC-453

with rwisson nrumbt.
: ..- . .. ',. . INSTRUCTIONS /

Sakwnit sbrs in t iplIcars to: United States Atomic Energy Commission. Washington. D.C. 20545. Attention: Di tor, Division 'c

Materials Licesiy. A egislratiezs samber sill be aluigard asdda svalkdted coPy o0 For. AEC-483 will be varreJ. /

%1. Pleas print or type within theshaded ar, below, the name rnd address (including ZIP Code) of the resi rant phypician, clinical laborm
0ty, or hospital for whom or for-which this registration form is filed. - . -
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3 To be completed by the

2. 1 hereby apply for a registration number pursuant to
131.11, 10 CFR -31 for use of byproduct materials for :

(please Cher .xe): t , * : .; 9 :
.I L-Myself, a duly licensed physician authorized to dis-

pease drugs in the practice of medicine.

o b.1-be o nmed dinical Ioaoratory. -.

0 c. The above-named hospitaL. "hr,;y A. Crutcl
. *. .ar, W. spa

itomic Energy Commission
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Registration number. -;
4678.

LE G Oy CTAISSIOPI _
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4. It pJac of usr is differect from Curru in, Item' 1, plo e give complete *ddrets:
.. , t
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5. Certihcatioc: -

I hereby certify that:

a. All information in this regis:ration ceni6cate is true and conmprlete.

I kThe registrant has *paropriate radiation measuring instruments to carry out the tests for which byproduct material will be used unde
the genera license o10 CFR 31.11. The tests will be performed only h personnel competent in the use of the instruments and in th
handling of the byproduct materials.

c. I understand that Cnmmiss;cn rrgulationsrrequire that any chanje in the information furnished by a registrant on this registratioa certil
icsce be reported ti the Diretor. Division of Materials Licensing, Within sn da;hs 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 reistrant is required to comply with those provisions as to all byproduct material which he receives, acquin
possesses. uses or transies under the general license for which this Registration Certificate s filed with the Atomic Energy Commissioi
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W 0lE-11 US C.. Selen 2o001: Act of June 25. )948; 62 Stat. 749 makes It a criminal ofem. to make a Willfully false Statmrent o rape.-
aotation t any depmrlment or *eecy oft the Unitd States AS So any mattnl withib Its Iurisdctbion._
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£ 31.11 GCes" !lleeae for use of b- with byproJuct materials as authorized under § 3
Alne-12S or bodImet-131' la vitm the general license in paragratph (a) of this prK
dlinleal or laehorto'ry teftiM. section, and that ruch tests will be perekrined Ap

only by personnel competent in the use of such an,
(a) A lie#eral k is herb7 iud to instruments and in the handling of the by. foe

may phpciasni dinical labot to or hospiatl prdt materials the
to rive. acquiretsse5I. transter or use, for (c) A persolt who eeive, acquires. pos-
Lnr of the following stated teti sor usct byprodcpursuant to sul
with the provisions of parsa~raphs (b), (c). the Wenerl liense established by paragraph thc
(d), (e). and (I) of this Section. 6 followinx (a) of this seton shall comply with the sea
byproduct materials in prepackaged unts: following: pri

(1) lodine-125. in units not exceeding 10 (1) The general licensee shall not possess ir'
*;mcrocuries each for use in in vitro dinical ot at any one time. pursuant to the general license
laboratory tcsts not involving intetnal or ex. in paragraph (a) of this seclion, at any one r
ternal administration of byproduct material, or khation of stnrage or use a total amount of L r

the rs~diatim therefrom, to human beins5 or iodine-125 and/or iodine-131 in excess of 200 Frl
animals. microcuries. to

(2) lodine-131. in units not exceeding 10 (2) The general licensee shall store the by. r-1
microcuris erach for use in in vitro clinical Or product material, until used, in the original ""
laboratory tests not involving internal or ex. shipping container or in a container providing h

ternal administration of byprKduct material. Of -- equivalent radiation protection. - - -St

the radiation therefrom. to human beings or (3) The geneal licensee shall use the
animals. byproduct material only for the uses authorized

(b) No penron shall trteive, acquire. pOSSe, by paragraph (a) of this section.
use or traiufer byproduct material put uant to (4) The general licensee shall not transfer
the gencral license established by pargraph (a) the byproduct material to a person who is not
of this section until he has kled Form AEC- authorized to receive it pursuant to a license ps
453, "Registration Certii crte-lIn Vitro Test- issued by the Commission or an -Areement :tzs
-in with Byproduct Material Under General State.' nor transfer the byproduct material in wri
Licen,'. with tOe Director. Division of Ma- any manner other than in the unopened. labeled Lit
terials Liconsing U.S. Ato"'ic EACrAy Comi' shipping containcr as received from the supplier. nis
mission, Washinatoo, D.C. 20343 and rmeived (d) The general licensee shall not receive. In
froI the Commission a validated copy of Form acquire. possess, or use byproduct material pur. dci
AEC-483 with rrsatIntJOO iWb 5J5si~ed. suant to paragraph (a) of this section: pot

The, registrant shall furnish on Form AJEC-483 CM
the follwing informatioa and such other t (1) Except as prepacuged units which ae l
formation as may be required by that form: labeled in accordance with the provisions of a

I) N aJne and address of the registrant; specific licrnse issued under the provisions of pui
(2) The location of use: And (Al
(3) A statement that the registrant has ap. A State to whkh the Commission his transferred me

propiat raiaton easrin intruerrs ~ crflin regulatotry authority fcer radioactive material by to
propriste radiation rsuring instruments to, forInrmal agreement. puruant inr cairianr 274 of the
carry out in vitro dinical or laboratory tests Atomic Eneriry Act rl 1914. as amended. lice

CFR 31.11

12.71 of this Chapter or in accordance with Il e
)Visions of a spetiic license issued'
reement State. which authorizes man

d distribution of-iodine-125 or iotaLn
distribution to persons generally licenseiJay

e Agreement State. -. - - :
(2) Unless the following statement. or a
"stantially similar statemert which contains

information caled for in the flllowing
Ininent. appears on a label afltxed to ecsh
-packaged unit or appears in a leaflet
Khure which acrompanies the paclage:
rhis radensilave material may be remeiver. acquired.
sesaed. and used rnly by physicians, clinical labors&
,s .It hnspitals and only 1°o in vitro elitnci or lab.

,ty leass not inrivito internral or wcedcal ad.
Miuh3trin of the mAteria .r the radiation therefromn
human beings .ir 3nimalt. Its rccmpt. acquisaloi*,
cwsmn, use. and transfer are subtect to the regulaa

.i and a general tIatnse of the U.S. Atomic Energy
rnmhssairn or tit a State with which the Crammcissofn
, entered into an agreement for tihe the exercse, of

Watnr juthnorty. - . -

............. o - - - -- - -- - - -- - - ----- -

Name of manufacturer

(e) The registrant possessing -or using by.
iduct materials under the gneral Ikense of
,apraph (a) of this section shall report ig
itint to the Director, Division of Matcrials
ensing any chan~ges in the information fur.
hed by him in the "Rgistration Certificate-
Vitro Tetting with Byproduct Material Un.
r Gneral Lircns, Form AEC4R3. The re~
t shall be furnished within 30 days after the
,ctive date or such change.
(f) Any person using byproduct material
rsuant to the gnneral license of paragnph

I of this section is exempt from the r
rits of Part 20 of this chapter with
byproduct materials covered by that
nise.

NOTE

i If larger quantities or other forms of byproduct material than those ipecified in the general license d 10 CFR 31.11 ate required. an Appli
cation for Byproduct Material License." Form AEC-313. should be filed to abtain a spec;fic byproduct material license. Copies of &Fplkiation and

registration forms may be obtained from the United States Atomic Energy GCmmission, Washington. D.C. 20545, Attention: Isotope Branch.
Division rf Materials Licensing. -

I' . u.s .~~l PRNIGUiala-O50

I

I'

I I.. - - . _. - . -
. . 4 I . .

. . .....)

it

r.I

. i �11


