l‘or'm HWCCA483 f'orm Approvaed
YBN2) U.S. ATOMIC ENERGY COLIMISSION Budost Duteau No.

jo crall . .

. . REGISTRATION CERTIFICATE-IN VITRO TESTING

e WITH GYPRODUCT MATERIAL UNDER GENERAL LICENSE

Section 31,11 of 10 CFIL 31« tallishes a peneral license suthorizing physicians, elinical laboratories, and hospitals to posgess .

\ certain small guantitics of hypeoduet watetiz! for e vitre clinical or labotatory texts not invelving the itenol or external T
\ admiuistration of the byproduct saterial or the sadiation therefrom to human beings or animals, Possession of hyproduct ~No
NS malerial under 10 CFIL 31,11 iz not suthorized mntil the physician, clinical lzhoratory, or Lospital has filed Form AEC-183 and Tl

~ reecived from the Conmission a validated copy of Form ALEC-383 with rogistrction numb\-.'.wherever the words "Atomic RN
Energy Commission" or “Commission" sppear in this registration, they mean the
Nuclesr Regulatory Commission created by Publdc Law 93-438 and Executive Order No. 11834.
. . . 3. 1 hereby opply for a registration number pursuant to §
Tidewater Memoriel }[ogpital 31.11, 10 CFR 31 for use of byproduct materials for
shannock, V 22 56 0 {please clck one block only}
Tapp ock, &, 0 a. Mysel, a duly licensed physician authorized to
dispense drugs in the practice of medicine.
O b. The above-named clinical laboratory,
! ’ P ¢. The zbove-pamed hospital.
ot 4. To be completed by the Atoiic Tatryy Commissod 1
INSTRUCTIONS ‘ T eRTTIILIA L st 2 -~ Selo e R N L
1. Submit this form in triplicate to: o Registration number: 4158 S ‘
United Staies Atomic Eneray Commission
- ‘ Attention: Directorate of Licensing, ORY COMMISSION

. T Materials Branch
o Washiggton, D.C. 20545
4 - 2. Please print of type the name and address
(including 2ip, codc) -of the registrant
physician, clincial laboratory, or hospital for

. whom or for whch this registration form is .
' filed. Position the first letter of the address A st 8, 19
below the left dot and do not cxtend the BY: ClavacBis Poxseyk—number to be assigned bym ’ 7

.. address beyond the right dot. (At AEC, a
: ’ registration aumber will be assigned and a
validated copy of Form ALC-483 will be
retuined.) :

\

-
\\./ ¥ $. 1If place of use is differcnt from address in Item 1, please give complete address:

6. Certification:
1 hereby certify that:
a. All information in this registration certificatc is truc and complcte.

b.: The gegistrant has appropriate spdintion mcasuring instrunients to. canry out the tests for.awhich byproduct material will be uscd under the
general licensd of 10 CIFR 31.11. The'tésts will be perfornicd only by personnél compeicnt in The use of the instrumerits and in the handiing
of the byproduct materials,

¢. I undesstand that Commission regulations require that any change in the information furnished by a registrant on this registration certificate
be reporied to the Dircctorate of Licensing, Materials Branch, within 30 day's {from the effective date of such change.

d. I have read and understand the provisions of Section 31.11 of AEC segulations 10 CIR 31 (reprinted on the reverse side of this form); and 1
understand that the registrant is required (o comply with thoss provisions as to all by product 1aaterisl which he reccives, acquires, possesses,
uses, or transfers under the general license for which this Registration Certificate is filed with the Atomic Energy Commmission.

WARNING-18 U.8.C,, Sevtion 1001; Aci of Jung 25, 19485; 62 Siat, 749; makes it a eriming! oftense to make a willifully false siatement or
representation to any department or agency of the Unitd States a3 to any maiter within its jurisdiction,




CUMDTHTONS ANMD LEVITTATIONS OF GLRKERAL LICEMSE I0CFR 31,11

"

G3LAL Geneeal Veense Tor use of jodine-128
or jedine I3 for in vitto cliniead or
Labratucy testing,

) A penerd fiesase is hereby ismed to any
phivsicion, iinical Liboratory, or hospitad to
pevive acgitive, posess, naslor or use, For any
ot the Followiag ~tated teaty, in secopdiace with
the peavisions of paragraphs (8), (0, (), (2),
e (F) of thissection, the following by product
matvidels in prepack wnits:

(1) fedine-125, in units nat exceeding 10
wicrociries cuch far use in vitvo cliaival or
kiboraiory  tests not  invalving  internal or
external adminisiadion of bypreduct material,
or the ruiaton therefrom, to human beines er
animals,

(b) No paisen shall reeeive, aequite, possess,
use or transter byproduct material penusnt to
the scneeal ficense established by pacapraph (a)
of this section until e has fitad Form
AEC-Y3, "Registration Certificate -In Vitro
Testing with By peoduct Matarial Under Goneral
License™, with the Dircciotrte of Licensing,
Materials  Branch, US, Atoumic  Unerey
Cominission,  Washkington, D.C, 26545, and
weeeived from the Commission a validated copy
of Form AEC433 with repistration number
assipned, The reydsteant shall Curaith on Form
AECS33 the following Lformaticn and such
uther information as may be requized by that
form:

(1} Name and adress of the registrant;

{2) The locaiion of use; and

(3) A stateaent that the rogistrane has
appropriate 1adidion measuring instrumeats to
cary out in vitro clinical or laborstory tests
with byproduct naterials as authorized wnder
the yeneral license in paragraph (a) of this
s:ction, and that such tests will be performed
caly by personnct compelent in the use of such
instruments and  in the handling of the
bypreduct materials,

(€} A penon who o geveives, ACQUIECS,
posaesses of uses byproshnet aaterial pFoareoat
o the general livense eslablged by parseeph
() ol this section shall comply with the
foeltowing:

(1) The penerad feens e shadl net possessat
Loy ane time, prouast o Une renenal Beease in
aph (@) of this gection, at any one
Fecation of storye "or wee 3 tulal vuount of
icdine 128 cnudloe fodine-131 do excens of 200
Iiereries,

) The gooneral Mdicensez  shall store the
ternraduet putterial, unatd wsed, in the uririral
pinyg container or in a container peovidiog
alsut radistion protection,

{3) The pe:

[ALSTH

sral licensee  shall use  the

Ly product materiet only ror the uses anthoriced

by prragraph (a) ol this seetion.

() The general Feensee shall not transfor
byproduct maderisl to 2 person who is not
suant o a license

ar an Agrecinent

attli
issiud by the Comnis
State,! nor transfor the by preduct inaterial in
any muaner other than in the unepened,
tadseledd Shipping container as reccived from the
suppliee,

(d) Ihe general Yeensze shall not receive,
acguice, possess, of use byproduct materisl
pursnant to paregcaph (a) ot this section:

(1) Except as preprckaged units which are
labelad in accordance with ths provisk 3
spacitic lieense issued under the pro
§32.71 of this chapter ur in accordance with
the pravisions of a specific license issued by an

YA State to which the Commission has
transferred cart2in reguintory acthodity over
radinactive  material by fermazl  agreement,
rerenant to sectine 174 af the Alomic Fneray
Act of 1954, as amended.

Agreement State. which autherizes
neenletuee and Jdiseribition ot fodkiee 123 or
todine- 31 for distribation to pessons generally
livensad by the Apcement State,

{2 Haless the tollowing statement, o a
<ubstidially sfaulee “statemend which containe
the indomuion called Top i the followie
stbestent, appears o nbdad afined o cae
prepackased unit or appems ia s leatlet
brochuceawhich aconmpanies e package:

This radicactive materisl may be geceived,
acquired,  possesed,  and used ooy by
physicians, Jimical aboagatories or hospitals and
only for in vitro clindcal oe Lehoratory tests not
invalving intecmad or exiernal admisisiestion of
the  musieritl o the radistion erefeoin to
human  hei or  aniaals, s reeeipt,
avqgnigition, posicssion, use, an:l transfer e
sithbject to the cenulations and o seneeal license
of the LS, Abmnic Euetpy Cumnission or of a
State with which the Comm i has entered
ingo an agreemend tor the cxenvise of reguiatory
auiiority,
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Name of manufictucer

(¢) The egistrant  possassing. or  using
byprodict matedals under the zenerol license
of puragph (1) of this section siw!l repast in
wiiling 1o the Directerzte of  Licensing,
Matocials Branch, any chasges in icformation
furniched by hild in the *“Regivtration
Certificate In Viteo Tosting with Byproduet
Materiz2l Under  Geaeral License™, form
AEC- 483, The report shall 32 fuerishied within
30 days afier the efTective date of such changa,

(D Any person using Lyproduct material
pursuant 3 the generad Beerse of paraizaph (a)

ol this section is exempt from he requirements
of Pact 20 of this chapter with respect -t
hyproduct muterials covered v that geners
license. -

/

N

If largee quuntities or other forms of byprnduct material than those specified in the general licemse of 10 CéR 31,11 are

. NOTE

required, an

“Application for Byproduct Material License,” Vorm AEC-313, should be fited 1o obtain a specific byproduct material fieense, Copies of application
and cegistration forms may be obtained from the Uniied States Atomic Lncryy Commission, Washington, D.C. 20545, Attention: Materinls Branch,

Directorate of Licensing,



