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Form AEC
(5/72

10 CFR

483 i'' . Form Aoprovod
U.S. ATON'lIC ENERGY COMNIiSSION [3ud C'At IOCSL, No.

31
REGISTRATION CERTIFICATE-IN VITRO TESTING

WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE
Section 31.1] of 10 CFII 31 erstablishles a general license authorizing physicians, clinical liboratoriatt, and hospitals n posscss
ccrtain small quantities of lbyproduct maeleial for in vitro clincal or laboratory tests not involvitg th1e internal r extcrul
adminisjtration of the blyproduct m3terial or the radiation therefrom to hImuan beings or animnals. PosFseCSiuo byp*odu nt
material under 10 CFIl 31.11 is not authorized until thc physician, clinical lalboratory, or hospital has filcd Von AEC-4183 atid
reccived from tihc Commission a validatcd copy of Form AEC-4J3 with registration number.

: .PINCKNE .OINhICAL JLABORA¶EORY
375 llortih Mill street--; -
.;:,' incieyich"gan 48169

,'. . * . ' a',

*_ ** .w RP - .W,,r -

~~. ... , ,.,'' ; .'i .

3. 1 hereby apply for a registration number pursuvant to §
31.11, 10 ClER 31 for usc of byproduct materials for
.. pleasre chcck onc block onJy)

- a. lMyself, a duly licensed physician authorized to
dispense. drugs in the practice of medicine.

l b. Thc abovc-named clinical laboratory.

0 c. The above-named hospital.

4. To be completed by the Atomic Energy Commission
INSTRUCTIONS
1. Submit tls fsrm In itriplicatz to:

United States Atomic Energy Commission
Attention: Directorate of Licensing,

Materials Branch
Washington, D.C. 20545

2. Please print or type the name and address
(including zip code) of the registrant
phy sician, clincial laboratory, or hospital for
-whom or for whch this registration form is
filed. Position the first letter of the address
below the left dot and do not extend the

; address beyond the right dot. (At AEC, a
registration number will be assigned and a
validated copy of Form AEC-483 will be
returned.)

~. , I ill . .

Registration number:
; '2530

U. S. AToMiC EI O ON

BYs Clarenee A. Heb 4/11/74
(Leave this spracc blank-number to be assigned by AEC)

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

Same as above - - - , i - . - s

6. Certification: I I - ' I .

C . I 1l'o-.ho ,-'firv t,it
... . - ... * ; I . I -.. ' , 1 ; ' . . , t. o . , ; .

': '- I h.ob ccli !that:;t .. ; ~z ,-,: . .~~'

. . t -

a. All information in tiis registration certificate is truc and compleie. -- ; 1 * - *

b. -The registrant has appropriate radiation measuring insttuments to carry out the tests'for which byproduct material will be used under the
general license of 10 CR 31.11. Th_ tcsts will be peiorined only by personnel competent in the use of the instruments and in (he handlinr
of the byproduct materials.

c. I understand that Commission regulations require that any change in the information furnished by a registrant on this registraticn certificate
be reported to the Directorate of Licensing, Materials Branch, within 30 days from the effective date of such change.

d. I have read and understand the provisions of Section 31.11 of AEC rerulations 10 CFR 31 (reprinted on the reverse side of this form); and I
understand that the registrant is required to comply with those provisions is to all byproduct material which lie receives, acquires, possesses,
u nses, or transfers tinder the general license for which this Registration Certificate is filed with the Atomic Energy Commission.

4-l-74 . y

. . . q.

'A. free�_6d-
Date

Signatlure of person filingfornm

T fn n fr-rhntrutr 11f. T- (ASCEINI Of fi je -of' 1. D Yanra, M D.
J'ripitrd nainc curu title or position of perrson filinigft~rin

WAIlN ING-18 tJ.S.C.,Section 1001; Act of JuLine 2, 1901; G2 Stat. 719; makes it ni criminal off eno to make u vjiIillifIIy frIso statemueit or

I represemtntion to iny deop3ttmlnot or ngency of the United States es to ,ony mnatter vvithin its Jurisdiction. I



CONDITIONS AND LIMITATION]S OF GEINER1AL LICENSE 10 CFHf 31.11

;31.11 Cnucre.l !iecn::_ f's u-c r ot .odinc-125
or iotic- 131 for in vitro clinical or
lalboralory testinLg.

(:a) A gen: ral le cn is hereby issurtd to any
physirian, clinic:ic laiborato ry, or hospital to
receive, acquire, pos~ssc transfer or se, for any
uf lte follo wing stoted lerts, in accordari c wilih

tde provisio:s of paragrnphls (1), (C), (dt), (e),
;rid (0) 'ot tlih'NsoctiOii, I tle followiNig byproduct
materi;Ils in jrellae(i8:1god units:

(1) lod.nc--2.5 in units not excceding 10
microcurios cach 'for use in vitro clinical or
laboralory tests not involving internal or
external adminisltition of byproduct material,
or thie ratti.ttik dn t oltcefrenl, to uIman beings or
ani oals.

(b) No pclson shall receive, acquire, possess,
usc or tiansfer bv' roduct materiAl pursuant to
the ginerica licent establtished by parogra ph (a)
of tiis secti ,5 unti lie has tti I -or,
AEC483, 'z 'st-'tton Ccrtificatc--ln Vitro
lesting .vith ib Bprodur t M4aterial Une cr Gencral
License", wioi lIe l'ircctoratc of Licensing,

*- .aterii at t h 1li.., Atoini:. Fnermy
Comnission, WVi:i'ingLon, D.C. 205:15, and
icceived from thc <'omnmission a vaiidated copy
of lorn Alt'C- 483 with registralion numnber
assigied. The registrant shall furnish on Form
AEC483 tlhe following, information atnd such
ott~cr infornmaLion as may be required by that
form :

(1) Name intd adress of the registrant;
(2) The toCalcion of use and
(3) A statement that tilC registrant has

appropriate rCadiationi measuring instrume(its to
carry out il vitro clinical or laboratory tests
with byproduct uratetlets as authorized uinder
Ihc gencral liceis: in paragraph (a) of this
sectiol and tIhat such tests wilt be performed
only by personnel competent in time usc of such
instruments and in ttie handiding of tihe
byproduct malterials.

(c) A . pcr , W il,( receives, ac1iircs,
possessws or uses byprodi :ct ma Ifel:il ptirsuarnt
to I lie generll licens: esta'viished by jlparagralph
(a) of di is sectinm0 shall comply vithi the
fotlovairig:

(1) 111C genmart licen:c shall not possess at
a ry one I tilc, pursu ant to Ilie, gencral license iin
paragrlapi (a) of' t his setion, at any one
location of stcrtcc or uec a total amnount of
iodine-125 aiidjor iodiolt 131 in excess of 200
niticrocutries.

(2) The gcnCeral licensce sItal store the
bypioJ oct materlit, ontil used, ill the oiginlai
shipping contaiiner or in a container joviding
cquivalent rediat ion pro teclion.

(3) The general licensce shall use the
byprodticl matcrial cn!y for the nses authorized
bay parairaph (a) ot' thi': section.

(1) The gencral licensee shall not transcer
the byproduct material to a person whio is not
tautiorized to receive it pursuant to a license

issued by the Coinmission or an Agreement
.,1tce,

' 1U.Ii tiansftr thei ';yp..dl:t ,natc-iL !n
any manner othter than in ttte unopened,
labeled shipping container as received from thc
supplier.

(d) The general licenist shall not receive,
acqoire, possess, or use byproduct material
pursuant to paragrpilh (: of this section:

(1) Except as prep:cka-;ed units which are
labeled in accordance with tihe provisions of a
specific license issudCL under the provisions of
§ 32.71 of this chapter or in accordance with
thc provisions of a specific licensc issued by an

'A State to -, hich tIle Commission has
transferred certain regulatory authority over
radioatctive mlaterial by formal agicement,
pursuant to section 274 of the Atomic Energy
Act or i 9st, as salimi1d^.

Agre micol Sl-tot whvle:i aIlFle -
t anuilfactllre ainl distributill of iodinc- t
iodinc-I 3 1 for d iktribuo lion to plrsonis g,
licensed by thie Ag cement State.

(2) UnkIs itic flot wingl slatemeiit,\om a
suhstantialhy simitlr st:tatlemnt wvlich Coittiia!.
Ilie inform:ation cliced for in thle followin,;
statemeit, a ppea rs on a labl a ffi,,cd to eact !i
prep:ickalged unit or aplpars in a leaflet or
brochlure which accolopanics thei pcag:te:

This radioactive materiad mnay Ibe receiverd
ic qti ired, possesed, and used only by

pttysicialIls ctillical taboralories or hospitals allnt
only for in vitro tlinicat or lmbonratory trsrs nit
involvittg iiteriai or external administration of
the mtterial or thc r adaltionl therefrom to
h1uman50ll being,. or atilia's. Its reccipt.
aciquisitioll, ptosscssiolm, use, and tre:risrer are
subject to the regulatio ls and a geilerai license
of thc U.S. Atonlic Energy Comtnimissiotn or of a
State %ith Itwhich the Conitinissitn ttSs entercd
into Dn agreemlnett for the exercise *, regulatory
al thority.

Bio-Dynamics, Inc.
t'lrne of manufactturer

(e) ThIe registrant possessing or usine
byprodtuct materials under tlt getnerat license
of paragraiph (a) of this section shiall repost ill
writing to the Directorate of Licensing,
Materials lBranc, any clsntges il informatioti
furnistted by ti iI in ttie "Registra ion
Certificate-In Vitro Testing vith 13yproduct
Mlatcrial Under General Licetse", FoItmi
AEC- 183. The rcport sitali be luritished withlin
30 days after tle effective date of such clhar

(f) Any person using bypreduct m.-i
pursuant to tIlic encral license rif paragrap.
of t lis seclion is cxci pt fromia t Slc requireillrg
of Part 20 of this chapter will respect to
byproduct materials covered by th:at general
license.

NOTE

If larger quantities or other forms of byproduct material tilhtn those spccified in thel general license of 10 CFR 31.11 arc required, 3nt
"Application for lgiproduct Material Licensc," Form AEC-3 13, should be tiled to obtain, a specitic byproduct material license. Copies of app!ictition
andl regislration forms Ialy be obtained from the United States Atomic Energy Coimissitan, Washington, I).C. 20545, Attention: Materials Branci,
Directorate of ,icenlsing.
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