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REGISTRATION CERTIFICATE-IN VITRO TESTING
WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Section 31.11 of 10 CFR 31 establishes a general license authorizing physicians, clinical laboratories, and hospitals to possess
certain small quantities of byproduct material for in vitro clinical or laboratory tests not involving the internal or external
administration of the byproduct material or the radiation therefrom to human beings or animals. Possession of byproduct
material under 10 CFR 31.11 is not authorized until the physician, clinical laboratory, or hospital has filed Form AEC-483 anld
received from the Commission a validated copy of Form AEC483 with registration number.

No.

Dr. John R. Frema
3415 loyd JAvenue
d..:Dhond, VA 23221

INSTRUCTIONS :
1. Submit thisf6ormi iii triplicate 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
physician, clincial laboratory, or hospital for
whom or for whch this registration form is
fled. 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 wiU be
returned.) -

3. I hereby apply for a registration number pursuant to §
31.11, 10 CFR 31 for use of byproduct materials for
(please check one block only)
a. Myself, a duly licensed physician authorized to

dispense drugs in the practice of medicine.

5 b. The above-named clinical laboratory.

I c. The above-named hospital.

4. To be completed by the Atomic Energy Commission

Registration number:
. a: -. . A2722

U. S. ATOMIC EN ION

BY: Clarence A. lebM 7|2|74
(Leave this space blank-number to be assigned by ALL)

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

-.

3415 * 1;iAr ue Richuond, Vi -3221

6. Certification:

I I hereby certify that: . i ; d. -.-

- a. All information in this registration certificate is true and complete.

I :,::_--, : ; � �, .: 7 j., .
. : . ;7 �. , -

- i ;: . - -1 ; I

.� � ; � - . I . - i I , ;

b. The registrant has appropri:ate radiation measuring instunmcerts-to carry out-tiho tests tor which byproduct haterial will be used under the
general liccnse of 10 Cl k 31.11. The tests will be performed only by personnel competent in the use of the instruments and in the handling
of the byproduct materials.

c. I understand that Commission regulations require that any change in the information furnished by a registrant on this registration ccrtificat -
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 regulations 10 CFR 31 (reprinted on the reverse side of this form); and I
understand that the registrant is required to comply with those provisions as to all byproduct material which lie receives, acquires, possesses,
uses, or transfers under the general license for which this Registration Certificate is filed with the Atomic Energy Commission.

Date B612-74 By A A W
/. j _ .kgnature of person filing fornt

: John R.- freemn, IM. D.
Printed nacme and title or position of person filingform

WARNING-18 U.S.C., Section 1001; Act of June 25, 1948; 62 Stat. 749; makes it a criminal offense to make a wilIifI 'Iy false statement or
representation to any department or agency of the United States as to any matter within Its jurisdiction. - -



I

CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§3.1 II (,ncral licerise for uisc of iodinc-1 25
or ioel; ne-131 for in vitro clinical or
laboratoary testing.

(a) A general license is hereby issued lo aly
physicihmii, clilical laboratory, or hiospital to
receive, acquire, possess, transfer or use, for :in
of the follovwing stated tests, in accordanrce Nvith
the provis;ons of paragaphcs (b), (c), (d), (c),
anrid (f) of tli; see tin, thrc following byproduoct
materials i)1 prepackaged units:

(1) lodine-125, in units not excceclirig 10
microcuries ca cl for llSe' in vitro clinical er
laboratory tests not inmolving intieial. or
exterri:el adnminiistrahim Orf byproduct maiteriad,
or hlie raci-tienii the reflirit, to human beIi gs or
aninirtals,

(h) No p('ison shlla receive, acquire, possess,
rse or trarisler byprondeet iaterial ptirsiant to
the gereral li(ense estah'ished by p.rragraph (a)
of this section until lie has filcd Fiorm
AL.C-483, "Pecistratiori Certificate-In Vitro
Test ing with Iyproduict Material Under General

r',e,,9 vli r,',. jticbter-r 0.l-o PIrCCe:^lg,

Mlaterials it ran Lc, U.S. Atomic Energy
Comir issioin, Wishlinigton, D.C. 20545, and
received fromin t(ie Connission a validated ccpy
of Form AEC-ti 83 with registration nuniber
assigned. Tie registlant shlall furnish on Form
AEC-4U3 tho following information and such
other information as may be required by thlat
form:

(I) Namc ard adress of tile registrant;
(2) The location of uise; aield
(3) A stafernret that the registrant has

appropri:rte r:ediatioui measuiiring instrumien tts to
carry out irr vitro clinical or laboratory tests
with byproduct materials as authorized under
the general license in paragraph (a) of this
section, and thalt sochl tests will be perforinted
only by personnel competent in tire usc of such
instrurrients and in tIre handling of Ice
byproduct niaterials.

(c) A prson who reccives, acquircs,
possesses or uses byproduct mtaterial purslant
to the general licensr ese!.bli licd try paragraph
(a) of this section shall comply with the
following:

(1) Thce gencral licensee strall not possess at
atly one tinie, pursuant to the general license in
paragraph (a) of this sectioci, at any one
location of storapc or use a totatl ariioumit of
iodine-125 and/or iodhic-131 in excess of 200
illicrociriecs.

(2) Thre gcncral licensee shall store the
byproduct roaterial; until used, in the original
shirpping containcr or in a co itaiirer prrwidin,-,
cquivaIrerrt radlitisill piotection.

(3) Ilie geiinral license shlall use the
byproduct u atcri;: only for tire uses authorized
by plraya;pa (a) of ihis section.

(4) Thc general liecnsec sblml not transfer
tile byprodiwet rnateri:l to a person who is not
authorized to receive it pursuant to a license
issued by thie Coriir-issioni or air Agreement
State,' nor transfer the byproduct material in
any manncr otlier than in thil unopened,
labeled shirlpini- container as received fromn the
supplier.

(d) The rencral iicensee shall not receive,
acquire, poseSF, or use byproduct material
pursuant to paragraph (a) of this section:

(1) Except as prepackaged units which arc
labeled in accordarrce with thie provisions oi a
specific license issued under tile provisions of
§32.71 of this chapter or in accordance with
the provisions of a specific license issued by an

' A State to whicih tIle Corn imission hras
trairsferred certain regulatory caut hrrity over
radioactive mraterial by formal agr-emrent,
puirsunirt to section 274 of tile Atonric Energy
Act of 1954, as amerided.

Agreement Slate, whiceh authorizes
miantrifact re a rid illstribu,,tioni orf iod ire-125 or
io~line- 131 for distribution to persons gericr' -

licerincd by tIre Agrceeient State.
(2) Unless tire following stateorcirt,

substantially simila r st ttrr Cent w Ilich con
iliC introrm:otion caller! for in tIre fol os'
statcoemci, appears oni i labeI affixed to creach
prepack'aged unit or a ppcrts in a leaflet or
brerclinire \hich acconiainies- tire packcege:

'his radioactive iortemicil may te recciVed,
accitIred, possesed, rud l sed oirly t)y
ph) sicians, clinital labtor:rtoIries or hospitl: s anti

aily for iii vitrti clirical or laberr;alory etsis not
inivolvirg iriteri ral or externi: rdniiiisorflirilo of
tIre materite orr the raLilrtiori lnecrotrerr to
11li rirari beings or aeirn-ats. Its receipt,
acruiiition , posecssi om, use, curs trn ir r are
subject to tIre regulr.tions rnd a gcnerin lr icense
of ltie U.S. Atomiric E n.rgy Commrission or of a
Strte With Whichl the Comrsno sSioll has entered
into air agreemrnet for the exercise of regulatory
authIority.

Name of iii iro1factlilre

(c) Tire registrant possessing or u si ng
byprodact materials tinner tile general license
of p~aragrapia (a) of this section shall repert in
writing to tre Directorate of Licensing,
Ma:tcrials Branrch, any changes in infortmlticr,
furnished by himi in tire "Registrcctiorr
Certificcite-In Vitro Testing witli Byproduct
Material Under GCcrerl License", Form
AEIC- 483. T he report sliall be furnislied within
30 days after the effective date of such ca3 igCe.

(1) Aniy persori using byproduct mii1ter
pursuant to tire generacl license of parccgral
of this section is exempt from tile requircir
of Part 20 of this chapter withr respes
bryprodumct materials covered by that
Iicense.

-f

NOTE

If larger qutmtities or otiler forms of byproduct macteriail than tlhose specified if, tile general license of 10 ClR 31.11 are required, an
"Application for Byproduct Matcrial License," Formi AEC-3 13, should be filed to obtain a specific byproduct matcrial license. Copies of application
and registration forris mruy be obtained from the United States Atomic Energy Commr~issioni, Washington, I).C. 20545, Attention: Ma:terials Brranchl,
Directorate of Licensing.


